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Research Involving Human Data or Specimens

Introduction:

The Office for Human Research Protections has issued guidance on research involving coded private information or human biological specimens.  The guidance document also references pertinent requirements of the HIPAA Privacy Rule that may be applicable to research involving coded private information or human specimens.  Obtaining identifiable private information or identifiable specimens for research purposes constitutes human participant research (45 CFR 46.102(f)).  Private information or specimens are considered to be individually identifiable when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.  The following procedure outlines the UHCMC IRB process for research involving coded private information or human biological specimens.  Further Federal guidance is available in 2 Appendices (Appendix, OHRP Guidance on Coded Private Information or Biological Specimens and Appendix, Research Repositories, Databases, and HIPAA Privacy Rule)

Definitions:

Human Subject as defined by DHHS: a human subject is a living individual about whom an investigator (whether professional or student) conducting research obtains either data through intervention or interaction with the individual, or identifiable private information. As defined by FDA: An individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient. A subject is also an individual on whose specimen a medical device is used.
Human Data includes information about humans that comes from a setting in which an individual can reasonably expect that no observation or recording is taking place or that the information will remain private.  It includes information, which has been provided for specific purposes by an individual, and the individual can reasonably expect will not be made public (e.g., a medical record).  Human data must be individually identifiable in order to be considered research involving human participants.  This may include identifiable private information obtained from a primary participant about a third-party.

Obtaining is receiving or accessing identifiable private information or identifiable specimens for research purposes.  
Prospective Research is utilizing human participants’ specimens/data that will be collected (in the future) after the research is approved by the IRB.  Research involving medical records and ongoing collection of specimens for a tissue repository are examples of prospective research.

Retrospective Research is utilizing human participants’ specimens or data that were previously collected for other purposes before the research was approved by the IRB.

Repository is a storage site or mechanism by which identifiable human tissue, blood, genetic material or data are stored or archived for research by multiple Investigators or multiple research projects.  Repositories are also referred to as tissue banks, collections, resources, inventories, or by other terms.

Discarded Tissue is any biological product (tissue, urine, gastric fluid, saliva, etc.) from a living human that is obtained during usual medical care which is of no further use in the medical care of the person and would otherwise be discarded.

Collected Tissue is any biological product (tissue, urine, gastric fluid, saliva, etc.) from a living human that is requested from the individual for the purpose of research.

Policy: 

It is the policy of the UHCMC Institutional Review Board (IRB) to review and approve the establishment and use of specimen/data repositories for research.  The policy requires IRB review of all research utilizing specimens or private data, regardless of whether the research is retrospective or prospective.

The use of human participants’ specimens or data for research can be classified into the following categories:

· Specimens or data to be collected prospectively or retrospectively, for undefined future research purposes that will be shared, used again, or stored for research purposes.

· Existing specimen or data collections that investigators wish to prospectively add to these collections must seek IRB approval to do so.  This may be accomplished by setting up a research repository.

Examples of Human Participant Specimens for Research: 

· Collected tissue such as: cells, mucosal and skin; blood; urine; amniotic fluid; excreta and external secretions (including sweat); saliva; sputum; placenta tissue; organs; hair; nail clippings; teeth; dental plaque and calculus; if obtained through an intervention or interaction with an individual.  Individual subject consent is usually required to obtain collected tissue. 

· Discarded tissue such as: surgical pathology specimens, urine, blood, saliva, and tears.  Unless the samples are de-identified, the standard surgical or medical treatment consent documents may not be used as research consent, and project specific IRB approved research consent forms are required.

Examples of Human Participant Data for Research:

· Private information such as clinical notes and medical information that can be identified with a specific individual, whether or not the information was specifically collected for the research study in question.  This also includes private information provided for specific purposes by an individual, which the individual can reasonably expect will not be made public. 

· Data obtained from voice, video, digital or image recordings.
· Data obtained from surveys, interviews, oral histories, focus groups, program evaluations, quality assurance methodologies, etc.

A) Repositories with only De-identified Data or Samples

When permanently de-identified specimens or data are entered into a repository and extracted as de-identified, the research does not meet the definition of involving a “human subject,” and therefore may be exempt from IRB review.  However, only the IRB may determine which activities qualify for an exemption from the need for IRB review (IRB Policy, Exempt Human Research).  To qualify for this exemption the specimens or data must be de-identified before entry into the repository, and there must be no link available anywhere to allow the samples to be re-identified.  

B) Pre-defined Research with a Repository

Investigators who plan to collect specimens or data prospectively for pre-defined research purposes only in connection with a single IRB approved proposal should submit a new protocol submission application to the IRB.  Investigators who plan to collect specimens or data prospectively or retrospectively, for undefined future research purposes that will be shared, used again, or stored for research purposes beyond the scope of the investigator’s originally approved IRB protocol, should submit an amendment to the approved protocol or a new protocol submission for review.  

C) Repositories for Future Research not currently defined 

The IRB is responsible for approving the collection, use, storage, and re-use of all human tissue, blood or genetic material and all data that are generated within, transferred to, or transferred from UHCMC for research purposes.  If the repository is assembled for research projects to be defined in the future, the establishment of the repository requires IRB approval.  This is accomplished by submitting a completed new protocol application.  Informed consent documents must be submitted with the protocol submission or a request for a waiver of consent should be completed according to IRB policies and procedures.  The IRB approves the establishment of the repository for collection of the data or specimens but this does not allow access to the data or specimens in the repository.  Individual protocols must be submitted to, and approved by, the IRB for specific research projects that use the repository.

Databases generated in clinical setting often have multiple purposes including clinical uses by the responsible physicians and quality assurance components.  These uses do not require IRB review or approval.  However, if the data entered in the database are so extensive, or very systematically collected, then the presumptive value of the database for research requires an IRB approved protocol, and the rules of this section apply.   

D) Establishment of Repositories

Repositories may be proposed, built, and maintained by individuals (e.g., investigators), groups, programs, departments, or institutes.  A single investigator or a group of Investigators may wish to pool research specimens/data from multiple research studies into a single specimen bank or database that could be accessed by the group and others for further use.

1) Other Situations in which to Consider the Establishment of a Repository 

When a clinical database is designed with eventual research purposes in mind, and particularly if that database incorporates research measures, or plans for group comparisons, the investigator should establish a repository prior to the collection of data.  For databases maintained by physicians or investigators for the record-keeping of individual patients, IRB approval must be obtained prior to any of the information being accessed for research purposes.  However, if it is expected that the data contained in the database will be accessed for multiple research projects or by multiple Investigators, a repository should be established.
2) Informed Consent Requirements 

Informed consent is required from the participant or legally authorized representative prior to the collection of specimens or data to be deposited and stored in a repository, unless a waiver of informed consent has been granted by the IRB (IRB Policy, Informed Consent).   The investigator is required to obtain written informed consent from each participant prior to accessing the repository for a proposed research activity when the extracted data will contain personal identifiers.

When consent will be obtained, there are several issues that need to be addressed in the consent process (IRB Consent Language Tutorial), such as:

· What tissue samples will be collected, and how they will be collected. 

· What type(s) of research will, or may, be conducted using the tissue sample, including whether genetic analysis will be performed.

· Potential risks of disclosure of the information, such as negative effects on insurance coverage, employment status, emotional discomfort, familial strife or even harm to a cultural group.

· The potential benefits, including whether any results will be provided to the research participant.

· What types of processes are in place to protect confidentiality and privacy.

· With whom the sample may be share, if known.

· Whether the sample will eventually be made anonymous and if so, how and when.

· Whether there will be any commercial applications of the research.

· Whether the participant can have the sample destroyed if he or she decides to withdraw from the research.

· How long the samples will be kept.  

Subjects need to know if they will get results back from any research testing.  If subjects are to get information back, this needs to be planned for adequately.  Subjects may have objections to certain areas of research (e.g., research related to fertility or abortion), or may only wish to support research relating to their condition.  If samples are liable to re-use, that should be disclosed and it must be clear whether the re-use consent sought is broad or limited.    

Investigators are encouraged to apply for a Certificate of Confidentiality, especially if the repository includes genetic samples or other sensitive data (Appendix, Certificate of Confidentiality).

In certain situations the investigator may be able to demonstrate that it is impractical to obtain informed consent from individuals who provided data in previous years.  In these situations the investigator may request that the IRB grant a waiver of the informed consent process and a waiver of HIPAA Authorization for the use of retrospective data for research purposes.  

The investigator may withdraw data from a repository without any identifiers; in which case, the study may qualify as “non-human research” or meet criteria for exemption from IRB approval and informed consent requirements.  However, only the IRB may determine which activities qualify for an exempt review (IRB Policy, Exempt Human Research).
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