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Chart Reviews and Discarded Tissue Studies 

Introduction:

The UHCMC IRB has separate submission requirements for research involving human subjects that only include chart reviews of medical records and or use discarded tissue; and requires IRB approval. In order for the IRB to approve the research, the Federal regulations for the protections of human subjects (DHHS and FDA) must be met. In addition, for chart reviews and/or discarded tissue studies involving vulnerable population(s) Subparts B, C and D also apply. 

Definitions:

Discarded Specimen is that portion of a collected specimen that is not needed for assessment of diagnostic, prognostic, and other parameters in the diagnosis and treatment of the patient.  Discarded specimens include tissue, body fluids, urine, blood, and stool.

Group Practice (defined for this policy) is a group of physicians practicing the in the same specialty that uses a combined medical record facility and combined billing for professional services.

Policy:
Research activities involving the use of discarded tissue or chart reviews must be reviewed and approved by the IRB prior to commencement. However, certain discarded tissue/chart review studies may qualify for an IRB exemption. Although an investigator can request an exemption, this determination can only be made by the IRB after a formal application has been submitted (see IRB Policy, Exempt Human Research and IRB Checklist, Exemption Determination Form for guidance regarding IRB exemption submissions). 

Research requiring IRB approval

If the research only includes discarded tissue and/or chart reviews, the protocol usually qualifies for submission using the New Protocol Chart Review or Discarded Tissue Checklist (N-C or DT). For continuing review submission, the Continuing Review Chart Review or Discarded Tissue Checklist (CR-C or DT) needs to be included with the application. 

To use these Checklists, the study must only include UHCMC charts and/or tissue from UHCMC (or from another entity where UHCMC IRB is the IRB of Record for the protocol); the review must be limited to research involving materials (data, documents, records or discarded tissue specimens) that have been collected or will be collected solely for non-research purposes; and the study must be no more than minimal risk to participants. For studies greater than minimal risk, the Investigator checklist “N” for new protocol submissions; or the “CR” for continuing review must be used.

Discarded tissue and/or chart review study applications must include a complete protocol/research plan (see IRB Policy, Protocol Submission Requirements for guidelines). In addition, informed consent must be sought unless the regulatory criteria for waiving the consent process are met (see IRB Policy, Informed Consent, section B). If children are involved, parental permission and assent must also be obtained unless the criteria for waiving parental permission and waiving assent are met (see IRB Policy, Assent from Children in Research Studies, section D). Written justification for all waiver(s) is required in the research plan and must be approved by the IRB. 

A) Discarded Tissue

1) Discarded Specimen Studies  

The protocol/research plan for discarded tissue must contain sufficient detail to fully describe the proposed research activities. Unless waived by the IRB, informed consent must be obtained from potential participants using a current approved UHCMC research consent form. In addition, the UHCMC patient consent forms for diagnostic studies and operative procedures have a section that allows a subject to consent for the use of their discarded tissue for research purposes. This clinical consent cannot be used as a substitute for the research consent process. 

When informed consent is not obtained, in order to use discarded specimens removed for diagnostic or therapeutic purposes for research, the following criteria must be met:

· No extra specimen will be taken;

· Any data collected about the subject are de-identified making the specimen anonymous to the research investigator (see Exemption policy);and

· There is no commercial development from the specimen.

2) Discarded Specimens with Subjects Identified

If patient identifiers are kept with the research specimen, then consent from the patient will usually be required.  If it would be extremely difficult, impractical, or impossible to obtain individual consent, or if the patient identifying data are very tightly controlled (as in a research tissue bank that releases specimens but does not release identifying data), the IRB will consider waiving consent if they determine the waiver meets the regulatory criteria. 

3) Surgical Pathology Specimens

Obtaining extra tissue from surgical specimens requires release from the patient and protocol review and approval of the Department of Pathology Protocol Review Committee (IRB Policy, Department Review of Protocols) before IRB submission.  The tissue from each patient does not qualify as “discarded” until it has been released by the surgical pathologist.

4) Autopsy Tissue

Since autopsy tissue is not from a living human being, IRB regulations do not apply.  Unless the tissue is anonymous to the investigator, HIPAA regulations may apply and the investigator may need to request a HIPAA waiver from the Research Privacy Board (see Request for HIPAA waiver for additional guidance). The HIPAA waiver request needs to be included with the IRB application. 
B) Medical Records Studies (Chart Reviews)

The UHCMC IRB requires a protocol to be submitted for review for all Chart Review Studies (see IRB Policy, Protocol Submission Requirements guidelines). The IRB's main concern with chart reviews for research is the possible invasion of privacy and the use of confidential and privileged data or information.  For any study to qualify as a chart review all the data accessed must have been collected (or will be collected) as part of routine clinical care. As with discarded tissue studies, informed consent must be obtained unless a waiver can be fully justified and meets the regulatory requirements. If an investigator has the opportunity to obtain consent from a subject, they must do so as usual under the human subject protection regulations. The consent process and all requests for waivers must be addressed in the protocol/research plan.

1) Access to a Physician’s own Records for Research

With an IRB approved protocol, physicians may access their patients’ existing medical records (or those of their group practice) for research, without obtaining patient consent. As part of the protocol the investigator must assure that all collected data will be kept confidential and any study results will be presented in a way that preserves patient anonymity.  If prospectively collected patient data are to be entered into a database with both clinical and research uses, then other rules apply. (IRB Policy, Research Involving Human Data or Specimens).      

2) Access to a Other Physician’s Records for Research

If access to medical records of patients outside of a physician’s practice is desired for research, then the protocol submitted to the IRB must describe how patient privacy will be protected and how the confidentiality of the information will be maintained.  The best way is for the patients’ physician (or his or her staff) to extract the data from the charts and de-identify it before giving it to the researcher.  If this is not possible and a member of the research team must review the charts, then only de-identified data may be taken from the physician’s office and the person reviewing the charts must agree to keep all identifying data confidential.  If identified data leaves the physician’s office then consent from the patient is usually required before they are included in the study.  Due to HIPAA requirements, a telephone call or letter to the patients must come from their physician (or staff) and not be processed by the research staff. 
3) Access to UHCMC Medical Records

Before permitting inspection and/or copying medial records the Department of Health Information Services at UHCMC requires each responsible investigator to sign the Confidentiality Agreement for Authorized Use of Medical Records for Research Purposes, which shall be kept on file by the Health Information Services Department together with a record of identity of those patients' charts furnished to the investigator.  The investigator(s) responsible for the use of the record is to be designated by the principal investigator.  Health Information Services policy does not allow for medical records to be removed from the premises for research purposes.  Further details are available in the UHCMC Policies and Procedures Manual, Accessing Medical Information (UHCMC AP & P II, Policy 14.1).
4) Contact with Potential Subjects from Chart Reviews 

Any investigational or research project involving use or review of medical records where contact will be made with patients or patients' families as a result of chart review requires approval by the IRB.  The investigator is required to submit a protocol to the IRB indicating:

· Justification for contact of the patient\subject;

· Method of contact the patient\subject; and

· Indication that prior approval will be obtained from the responsible physician of record to contact his/her patients 

No patient can be contacted to participate in research without the consent of the treating physician.  If seeking approval from the physician via correspondence the lack of reply from a physician can never be construed as approval to contact the patient.

Related Policies:

UHHS Policies and Procedures, R-3 Uses and Disclosure of PHI for Research 
UHHS Policies and Procedures, R-6 Uses and Disclosure of PHI for Research Preparation 
UHHS Policies and Procedures, R-7 Research Privacy Board 
UHHS Policies and Procedures, PH-3 Permitted Uses/Disclosure PHI 
UHCMC AP & P II, Policy 14.1 Accessing Medical Records 
IRB Policy, Expedited Review
IRB Policy, Research Involving Human Data or Specimens
Related Forms:

IRB Checklist – New Protocol Chart Review or Disc Tissue (N-C or DT) 

IRB Checklist – Continuing Review Chart Review or Disc Tissue (CR-C or DT)
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