AAHRPP Accreditation Procedures

Certificates of Accreditation

AAHRPP issues a Certificate of Accreditation to each Organization that receives Full
Accreditation or Qualified Accreditation. If an Organization has its accreditation revoked, the
Certificate of Accreditation must be returned to AAHRPP. Organizations that are placed in
Accreditation-Pending are not entitled to receive Certificates of Accreditation.

Display or use of any outdated, revoked, defaced or fraudulent AAHRPP certificate or of
facsimiles that might deceive or mislead prospective participants, sponsors, or other persons, is
considered a serious offense with the potential for harming the public confidence in research and
the research protection system. Appropriate legal action may be taken by AAHRPP based on the
facts of any such deception.

Confidentiality

Information about specific AAHRPP clients (and the third parties with whom they do business or
from whom they receive information) is confidential (*“AAHRPP Client Confidential
Information™). This applies to an Organization that participates at any level, including potential
clients that have only indicated their intent to apply for accreditation. The only information that
may be released by an AAHRPP Representative about the accreditation status of a participating
Organization is that the Organization is or is not accredited. AAHRPP Client Confidential
Information includes (but is not limited to) all information regarding the client’s business,
personnel, facilities, management, technical and scientific information, and deliberations or
comments originating from the accreditation process, as well as all information regarding third
parties with whom the Organization does business or from whom the Organization receives
information.

All AAHRPP Client Confidential Information made available by an Organization to AAHRPP or
its Representatives is kept confidential to the extent required by law. No Representative may
remove or retain copies of any Organization's confidential documents without the permission of
the Organization. No Representative may disclose any of his or her findings to any person or
agency except AAHRPP, except to the extent required by applicable law. AAHRPP
Representatives who fail to adhere to this policy may be discharged. In addition, AAHRPP may
pursue legal action against them.

Organizations must comply with all legal and ethical requirements for disclosing any research
records with participants’ personally identifiable information. The Organization and AAHRPP
Representatives must follow appropriate procedures to protect the confidentiality of records.
Without limiting the foregoing, an Organization should “de-identify” records provided to or
made available to AAHRPP. AAHRPP will not hold, maintain, or disclose records with research
participants’ personally identifiable information.

AAHRPP and its Representatives will hold all files and records in confidence, and no
confidential data will be released by AAHRPP except pursuant to direction by the Board of
Directors, under the order of a court of law, pursuant to the execution of a valid search warrant,
or as otherwise required by applicable law.

In some states, statutes pertaining to the “peer review” privilege may be applied and protect
institutional peer review materials from subpoena. An Organization should determine whether
the AAHRPP accreditation process is considered to be a “peer review” process and AAHRPP
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and its site visitors part of the institution’s “peer review committee.” AAHRPP recommends that
the governing bodies of an Organization appoint AAHRPP and its site visitors as part of the
Organization’s peer review committee prior to the submission date of the application in order to
maximize the likelihood that the accreditation process will be considered “peer review.”

Protected Health Information

An Organization is not asked to submit protected health information as part of its application or
other correspondence to AAHRPP. If, however, outside of a site visit protected health
information is disclosed to AAHRPP or its Representatives, AAHRPP will abide by its
confidentiality policy. AAHRPP, however, cannot commit to comply with HIPAA regulations or
an Organization’s “Notice of Privacy Practices” for protected health information disclosed to it,
or its Representatives, outside of a site visit.

During a site visit, an Organization should de-identify protected health information from records
provided to site visitors whenever practical. AAHRPP understands that at times such de-
identification may be impractical, and protected health information may be disclosed to
AAHRPP Representatives during the conduct of a site visit. In such circumstances AAHRPP
Representatives will not record or disclose protected health information.

Because of the potential for disclosure of protected health information to AAHRPP
Representatives, AAHRPP may be considered a “business associate” of an Organization who is a
“covered entity,” as defined in the privacy rules adopted pursuant to the Health Insurance
Portability and Accountability Act of 1996. For the Organization’s convenience, AAHRPP has
developed a “business associate agreement” that is available upon request. Should an
Organization wish to enter into a business associate agreement with AAHRPP, the Organization
should include a signed copy of a business associate agreement with its application for
accreditation. AAHRPP will sign and return the business associate agreement as of, or prior to,
its site visit.

Release and Indemnification

By submitting an application, an Organization certifies that the information contained in the
application is accurate. The Organization agrees to release AAHRPP, its members, directors,
officers, employees and agents (the "AAHRPP Representative") from any and all claims, and to
indemnify and hold harmless the AAHRPP Representatives from and against any and all liability
and costs incurred by them, including attorneys' fees, resulting from the application or site visit
of its Human Research Protection Program.

Records Retention

Applications, reports, and other documents from site visits resulting in accreditation and all
documents following and relating to that accreditation are kept for 10 years from the date of that
accreditation. Applications, reports, and other documents from site visits not resulting in
accreditation are kept for three years from the date of the decision to Withhold Accreditation
unless the Organization has within the three-year period, reapplied for accreditation and the
application results in Accreditation, in which case the records are kept for 10 years from the date
of accreditation.
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