Standard Nine: Uses and Disclosures for Research 

· Research-related Health Information and the Relationship of Research to the  University’s Single Health Care Component

· Research Use/Disclosure Without Authorization/Waiver of Authorization

· Research Authorization

· Limited Data Set and Data Use Agreement

· Deidentified Data

· Research Database, Including Organ and Tissue Banks

· Clinical Labs That Participate in Research

· Transition Provisions

· C.F.R. 164.508, 164.510, 164.512, 164.528 and 164.530

Impact of HIPAA/The Privacy Rule on Research

The HIPAA Privacy Rule applies to three types of covered entities—health care providers, health plans, and health care clearinghouses.  The Rule requires covered entities to implement policies and procedures that provide for the privacy and security of an individual’s health information when that Protected Health Information (PHI) is used, disclosed or created by one or more of the covered entities. With a few exceptions, the Privacy Rule allows covered entities to use or disclose PHI for treatment, payment and operations without the patient’s Authorization, but requires Authorization by the patient for most other activities.  Research is not considered to be treatment, payment or operations.  Section 164.508 of the Privacy Rule, however, states that PHI may be used or disclosed for purposes of research, and that research may create PHI de novo.  The Privacy Rule specifies that research uses of PHI must be reviewed and approved either by a duly constituted Institutional Review Board (IRB) or by a Privacy Board whose membership meets the requirements outlined in the Privacy Rule.  The Privacy Rule also contains specific review criteria for approval of research uses of PHI without Authorization (i.e., without obtaining consent from the individual whose data are being used for research), and it contains documentation requirements when signed Authorizations for research uses of PHI are obtained.  Because Privacy Rule requirements apply only to PHI, it is important to understand what information is and is not PHI in a research context.

Research-related Health Information (RHI)
 and the Relationship of Research to the University’s Single Health Care Component (SHCC)

For purposes of compliance with HIPAA, the Regents have designated all covered entities within the University of California as a Single Health Care Component (SHCC) and have supported the recommendation of the University’s HIPAA Taskforce that, in order to reduce costs of compliance and enhance effectiveness, the Taskforce will provide all entities in the SHCC with the materials required for compliance with the Privacy Rule (see Introduction and Standard One).  The University’s Single Health Care Component consists of all UC entities covered by HIPAA – five academic health centers, faculty practice plans, student health services at all campuses, federal Department of Energy labs, self-insured health plans, some athletic departments and occupational health centers, and individuals who provide business and finance services to the health plans and the healthcare providers. 

A member of the University’s workforce who is both a health care provider and a researcher can be both a covered and a non-covered individual for purposes of complying with HIPAA.  A researcher is a covered health care provider if he or she furnishes health care services to individuals, including the subjects of research, and transmits any health information in electronic form in connection with a transaction covered by the Transactions Rule. (See 45 CFR 160.102, 160.103).  For example, a researcher who conducts a clinical trial that involves the delivery of routine health care, such as an MRI or liver function test, and who transmits health information in electronic form to a third party for payment, would be both a covered health care provider and a researcher under the Privacy Rule.

The University of California’s HIPAA Task Force has coined the term “Research-related Health Information” (RHI) to clarify the types of data used in research that would be person-identifiable but would not be considered PHI.  RHI shares some characteristics with HIPAA PHI, but the key distinction between RHI and PHI is that PHI is associated with or derived from a healthcare service event—either the provision of care or payment for care.  Research studies that use medical records as a source of personally-identifiable research data are using PHI obtained from a covered entity, and in order to obtain the PHI from a covered health care provider, the researcher must comply with the requirements of HIPAA and obtain IRB or Privacy Board approval. A researcher engaged in interventional clinical studies where treatments are being compared for safety and effectiveness in a setting where services are billed to insurers would create PHI as a product of the research and, in order to participate in such treatments, the patient must provide the required signed consents and Authorizations.  All such PHI should be included as a part of the individual’s medical record or HIPAA-defined Designated Record Set maintained by the SHCC and protected as required by the individual or institutional providers covered by HIPAA.  

In contrast, a research study that does not include a diagnostic or therapeutic intervention and that does not acquire health-related facts about a person or PHI from the SHCC or its individual providers would create information that, if individually identifiable, would be considered RHI, not PHI .  An example of this would be a study of brain imaging in schizophrenia designed to correlate imaging patterns with participant symptoms, where appropriately-consented participants might provide facts about their medical history by interview or by filling out research data forms.  Since these data were provided as part of voluntary participation in a study, and not as a byproduct of a healthcare service event, they would be governed by the principles of respect for persons enumerated in the federal Common Rule (45 CFR 46), including the maintenance of confidentiality and security of the information.  These data would not be governed by the HIPAA Privacy Rule because they are not PHI, i.e., health information used, disclosed, received or created by an entity covered by the Privacy Rule.  Accordingly, these data would not be subject to the Privacy Rule’s administrative requirements for logging of disclosures, business partner agreements, audit trails and the right to request amendment of records.

The concept of RHI recognizes that the Privacy Rule applies to those records associated with an individual’s health care, and that, in some instances, health care records may be used or produced in the course of doing research.  RHI defines a related but distinct class of information arising from biomedical and behavioral research that is not associated with health care service provided in a part of the organization that bills for care to an individual, for which there are similar principles of confidentiality but fewer administrative and documentation requirements.  When RHI and PHI are admixed in a research project, it may become impossible to determine the source and use of a particular item of information or data.  In these situations, the researcher should apply PHI Privacy Standards to any project where even a fraction of the research records are derived from or include PHI.

A member of the UC workforce may serve dual roles as both a covered provider under the Privacy Rule and as a non-covered researcher. A researcher is a covered health care provider if he or she furnishes health care services to individuals, including the subjects of research, in a part of the organization that  bills for care.
  The individual researcher has a responsibility to understand when his or her activities are covered functions (e.g., as a health care provider) that use, create or disclose PHI and, as such, the provider/researcher must comply with all the requirements of the Privacy Rule and the System Standards.  Research is not a covered function and, therefore, the disclosure of PHI to a researcher does not require a business associate agreement. 

Standard Nine Implementation Policies

General Requirements for a Researcher to Receive Protected Health Information from The Single Health Care Component (SHCC) or from Other Covered Entities for Research Purposes

Implementation Policy 9-1

If a University researcher wants to obtain an individual’s Protected Health Information (PHI)
 from the University’s Single Health Care Component (SHCC) which includes the covered health care provider (institution or entity) or covered health plan, the researcher must follow current University policy for IRB review and approval and either:

1. Provide the SHCC with a copy of the IRB’s approval for consented research and copies of all signed HIPAA Authorization forms
; or

2. Provide the SHCC with a copy of the IRB’s certification that the research meets the elements of a Waiver of Authorization; or

3. Provide the SHCC with the IRB’s approval for research using a Limited Data Set
; for purposes of creating the Limited Data Set, the SHCC allows the researcher to act as a member
 of the SHCC workforce to create the Limited Data Set; the UC researcher, who is the recipient of the LDS, must either sign the UC Confidentiality Agreement or enter into a Data Use Agreement with the SHCC (see Standard Two); or

4. Provide the SHCC with the IRB’s approval letter that allows for research using a de-identified data set and, as in #3 above, allow the researcher to create the de-identified data set in the capacity of a SHCC workforce member providing business services to the SHCC; or 

5. Provide the SHCC and/or other covered entities evidence that the requirements for work preparatory to research or for decedent research have been met.

In all cases, except the Limited (#3 above) and Deidentified Data Set (#4 above), assure that only the minimum necessary information is requested and that any PHI created de novo in the course of the research is entered into the medical record or Designated Record Set. The original signed Authorization is kept by the SHCC; a copy of the Authorization may be kept in the research file.

Disclosure of PHI for Research Purposes with the Individual’s Signed Research Authorization

Implementation Policy 9-2

When the IRB has approved a research protocol that requires the subject’s consent to participate in research and in which PHI will be used, HIPAA requires the researcher to provide the subject’s signed Authorization to the covered entity in order to obtain the PHI.  The University’s IRBs have developed a Research Authorization Form that meets all the requirements of the Privacy Rule.

During the transition period, the period in which IRB-approved protocols using PHI come into complete compliance with the Privacy Rule and is no later than April 2004, the Research Authorization is attached to the Informed Consent Form (ICF). 

The Research Authorization does not have to include an expiration date for research purposes, or for the creation and maintenance of a research database or repository. However, if there is no expiration date, the Authorization must say so.

When providing the researcher with the PHI described in the Authorization, the SHCC must be able to reasonably rely on the assurance that the PHI requested is the minimum information necessary to carry out the research.  A researcher may condition the subject’s enrollment in a research study on obtaining the subject’s Authorization for the use of preexisting PHI. 

Implementation Policy 9-3

California law requires that the Authorization must be “clearly separate from any other language present on the same page and …executed by a signature which serves no other purpose than to execute the Authorization.”
 This requirement may be met by appending a separate Authorization form to the informed consent form, or by inserting Authorization language into the consent form so long as the subject signs the embedded Authorization language in addition to the Consent Form and so long as information regarding the use and disclosure of PHI is clearly separate from all other Consent elements. 

Implementation Policy 9-4

If a researcher wants to enroll a new participant in a protocol approved by the IRB prior to the Privacy Rule compliance date of April 2003 and if the protocol requires the subject’s consent, HIPAA requires that the subject also sign the HIPAA Research Authorization. Unlike the Common Rule, the Privacy Rule does not require IRBs to review research uses and disclosures made with individual authorization, and in this case, the researcher may obtain the individual’s Authorization and Consent at the same time. If the researcher uses a combined Consent/Authorization Form rather than the stand-alone Authorization form for the transition period, s/he must obtain IRB re-approval of the protocol because this constitutes an amendment to the ICF. 

Implementation Policy 9-5

The SHCC does not have to provide an accounting to the subject of the uses and disclosures of the individual’s PHI made pursuant to a Research Authorization, but the SHCC must retain all original signed Research Authorizations for six years.  

Implementation Policy 9-6

A separate Authorization is not required for research that includes treatment, but it may be advisable for the Authorization to include a statement regarding how PHI obtained for a research study will be used and disclosed for treatment, payment or operations, if it will assist the individual in making an informed decision about signing the Authorization.

Implementation Policy 9-7

An individual can revoke his or her Authorization for research. The SHCC can continue to use and disclose PHI obtained prior to Authorization revocation as necessary to maintain the integrity of the research study and to the extent that the SHCC has acted on the Authorization. This reliance exception, however, does not permit the SHCC to continue to disclose PHI to a researcher or for its own research purposes if the information was not previously collected at the time the subject withdrew his or her Authorization. 

DISCLOSURE OF PHI FOR RESEARCH PURPOSES THAT DO NOT REQUIRE AN INDIVIDUAL’S AUTHORIZATION

The SHCC may disclose PHI to a researcher without patient Authorization as follows:

1. IRB or Privacy Board approved and certified Waiver of Authorization; or

2. IRB or Privacy Board approved protocol using a Limited Data Set and with a Data Use Agreement between the researcher and SHCC; or

3. IRB Approved Preparation of a Research Protocol; or

4. Research on PHI of Decedents; or

5. IRB or Privacy Board approved protocol using De-identified Data; or

6. For purposes allowed under law such as notification of adverse events.

The Minimum Necessary Standard applies to the request for and disclosure of PHI in these circumstances. 

Implementation Policy 9-8: Waiver of Authorization

To use or disclose PHI with an IRB or Privacy Board approved Waiver of the individual’s Authorization, the SHCC must receive from the researcher requesting the disclosure of PHI an Institutional Review Board (IRB) Letter of Approval that certifies all of the following:

1. Identification of the IRB and the date on which the Waiver of Authorization was approved;

2. A brief description of the PHI for which use or access has been determined to be necessary by the IRB or Privacy Board
;

3. A statement that the Waiver of Authorization has been reviewed and approved under either normal or expedited review procedures as required under the Common Rule; an expedited review process permits the SHCC to accept an IRB’s documentation of Waiver of Authorization when only one member of the IRB has conducted the review.
 

4. The signature of the chair or other member, as designated by the IRB chair, that certifies the Waiver of Authorization; and

5. A statement that the IRB has determined that the Waiver of Authorization, in whole or in part, satisfies the three waiver criteria in the Privacy Rule:

a) The use or disclosure of PHI involves no more that a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:

i. An adequate plan to protect the identifiers from improper use and disclosure; 

ii. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; 
,
and

iii. Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of PHI would be permitted by this subpart;

b) The research could not practicably be conducted without the waiver or alteration; and

c) The research could not practicably be conducted without access to and use of the PHI.

Implementation Policy 9-9

The IRB must document and retain copies for six years of all information that demonstrates that the Waiver of Authorization criteria were met. The SHCC must document and retain for six years copies of all IRB Letters of Approval certifying Waiver of Authorization. The SHCC must provide an accounting to the subject of any disclosures of PHI provided with a Waiver of Authorization. 

Implementation Policy 9-10: Preparation of a Research Protocol

The University of California takes the position that accessing PHI preparatory to research constitutes human subject research activity and that such activity must be reviewed and approved or exempted by an authorized IRB.

In order for the SHCC to allow a researcher access to PHI to prepare a research protocol, the researcher must provide to the SHCC written representation in the form of an IRB approval or exempt registration letter that the In order for the SHCC to allow a researcher access to PHI to prepare a research protocol, the researcher must provide to the SHCC written representation in the form of an IRB approval or exempt registration letter that the following criteria are met:

1. The researcher will not remove any PHI from the SHCC; and

2. The use or disclosure of the PHI is permitted by the IRB as an activity described in an IRB approved or exempted research protocol (format to be determined by local IRB).

Implementation Policy 9-11: Research Recruitment

The health care providers in the SHCC may discuss with a UC patient the possibility of enrolling in a research protocol as follows:

1. The patient’s SHCC physician may recruit the individual for an IRB-approved research protocol (both therapeutic and non-therapeutic), but must obtain the subject’s Authorization for disclosure of PHI for research purposes even if the patient’s physician is also the researcher; or 

2. A researcher who is a member of the SHCC workforce (i.e., a physician or other covered health care provider) or a researcher who is not part of the SHCC (this may include UC faculty who are not part of the SHCC and who are non-covered health care providers) must either ask a covered provider to make the contract with the prospective subject or, in collaboration with a UC Principal Investigator, seek an IRB Waiver of Authorization to obtain the individual’s contact information. The IRB can waive Authorization for this purpose, even if the research protocol requires the individual’s Authorization to participate.  In most cases, the primary care provider of the potential research subject will be the preferred advocate for the subject’s interests, and will be the preferred contact point for communications with the subject concerning recruitment for research studies. 

Implementation Policy 9-12

The SHCC may disclose decedent PHI to a researcher without an IRB-approved protocol so long as the SHCC receives from the researcher written representation that:

1. The use or disclosure is solely for research on the PHI ; and

2. The PHI is necessary for the research.
Implementation Policy 9-13

The Privacy Rule allows an IRB to use expedited review procedures as permitted by the Common Rule to review and approve requests for Waiver of Authorizations or when the research involves no more than a minimal privacy risk to the individuals. 

Accounting for Disclosure of PHI for Research Purposes

Implementation Policy 9-14

If requested by an individual whose PHI has been disclosed for research purposes, the SHCC must provide an accounting of those disclosures as follows:

1. Disclosures of PHI made with a Waiver of Authorization;

2. Disclosures of PHI for review preparatory to research; and

3. Disclosures of PHI for decedent research when requested by the decedent’s personal representative.
For studies accessing PHI that involve more than 50 individuals, the SHCC may meet this requirement by providing the individual with a list of all protocols for which the individual’s PHI may have been disclosed, the researchers’ name (s) and contact information, the purpose of the study, the type of PHI sought, and the timeframe of disclosures.  When requested, the SHCC must assist the individual in contacting researchers who have accessed their PHI. 
Retrospective Research Studies Involving Data Re-analysis

Implementation Policy 9-15

When a researcher requests PHI from the SHCC or wants to use data already held by the researcher for purposes of retrospective research studies involving data re-analysis, the SHCC has the responsibility to determine whether the IRB-approved Waiver of Authorization or the patient’s original Authorization, i.e., the stated purpose of the research or the authorized PHI, covers subsequent research analyses.
  If the SHCC determines that previous legal permissions do not cover the re-analysis request, then the researcher must obtain: 

1.  IRB approval for reanalysis using another Authorization; 

2.  Waiver of Authorization; 

3.  A Limited Data Set; or 

4.  A de-identified data set. 

If a researcher has an IRB-certified exemption granted prior to the compliance date of April 14, 2003 and PHI is being used, disclosed, or accessed in the study, then the researcher must submit a new request for Exempt Certification.   

Implementation Policy 9-16:  

Research on PHI that is not de-identified which is being conducted under an IRB-certified exemption should be reviewed to determine if it meets the criteria for an IRB-approved Waiver of Authorization.  It is the responsibility of the researcher to determine if a Waiver of Authorization is required and to apply for one.   

TRANSITION PROVISIONS

Implementation Policy 9-17

The SHCC may use or disclose PHI for research purposes, either before or after the compliance date, if the SHCC obtained any one of the following legal permissions prior to the compliance date of April 14, 2003:

1. An authorization or other express legal permission from the individual to use or disclose PHI for research;

2. The informed consent of the individual to participate in the research; or

3. An IRB waiver of consent in accordance with the Common Rule.

Implementation Policy 9-18

During the transition period, the researcher must obtain a HIPAA-Authorization (see Appendix B) in the following circumstances:

1. If a waiver of informed consent was obtained prior to the compliance date of April 14, 2003, but informed consent is subsequently required; or

2. If the researcher wants to enroll new subjects after April 14, 2003, in an active study that requires the subject’s informed consent.

To facilitate research and to prevent the IRBs from undertaking the burden of renewing all protocols in which new subjects will be enrolled during the transition period, the UC IRBs have determined that the individual researcher may obtain the signed Authorization of new subjects concurrent with obtaining other required consent without IRB re-review of those research protocols. As such, for those studies that were in existence prior to April 2003, the SHCC can provide the PHI to the researcher pursuant to an Authorization signed by the new enrollee; the SHCC does not require an IRB Letter of Approval.

Implementation Policy 9-19

If a researcher collected data prior to April 14, 2003 for a specific research protocol and wants to use those data for a different research protocol after April 14, 2003,  the researcher must comply with all HIPAA requirements outlined in Implementation Policy 9-1. 

RESEARCH DATABASES, INCLUDING TISSUE AND ORGAN BANKS AND ORGAN PROCUREMENT ORGANIZATIONS 

Implementation Policy 9-20

The SHCC may use or disclose PHI without Authorization for the creation of a research database, provided the researcher creating the database provides the SHCC with documentation that the IRB has determined that the specified Waiver of Authorization criteria were satisfied. The SHCC can use or disclose PHI maintained in the research database for future research studies as permitted by the Privacy Rule, i.e., pursuant to an individual’s Authorization or an IRB-approved Waiver. If the database was created prior to April 2003 without the individual’s legal permission or a Waiver of Consent from the IRB, the PHI contained in the database may only be used or disclosed for research purposes with either individual Authorization or IRB-approved Waiver.

Implementation Policy 9-21

An Organ Procurement Organization may only receive PHI without patient authorization for the purpose of facilitating organ, eye or tissue donation and transplantation. Research conducted on tissue obtained from a living donor requires an IRB approved protocol.

Disclosures to Registries 

Implementation Policy 9-22

The SHCC may disclose PHI to registries, including those sponsored by academic or non-profit organizations, for research purposes, if such disclosures is:

a) Mandated by the state of California
 and made to the California Department of Health Services or its designated agent;

b) Mandated by federal law or policy
(2) (such as the National Xenotransplantation Database) and made to the United States Department of Health and Human Services or its designee

c) Made pursuant to an IRB or Privacy Board approved waiver of authorization;

d) Made pursuant to the individual’s authorizations;

e) Consists of a de-identified data set; or 

f) Consists of a limited data set made pursuant to a data use agreement to restrict further disclosure.

Clinical Labs that Participate in Research 

Implementation Policy 9-23

UC clinical labs are, in the performance of certain functions, covered entities within the SHCC and, as such, must meet all of the HIPAA requirements for disclosing PHI to a researcher pursuant to an IRB-approved research protocol. When the analysis of data containing PHI is for the purpose of Quality Assurance, this function is a part of health care operations and is a permitted use and disclosure. 

Patient’s Right to Access PHI Created in a Research Trial

Implementation Policy 9-24

PHI created as part of a research protocol and maintained in the SHCC’s designated record set
 is accessible to the research subject, with the exception that the SHCC may suspend the individual’s right to access
 the information created or obtained by the SHCC for a clinical trial while the clinical trial is in progress, provided the research participant agreed to this denial of access when consenting to participate in the trial.  The researcher/health care provider must inform the individual that access will be reinstated at the conclusion of the trial.

Disclosures Related to Adverse Events

Implementation Policy 9-25

A researcher may disclose PHI to the IRB, the SHCC, the federal Office of Human Research Protection, the FDA, research sponsors or other entity as required by regulations or by UC policy. The possibility of such disclosure should be included in the research Consent form.  When the subject is participating in a protocol that requires a HIPAA Authorization and the SHCC must also provide information as required for monitoring of the study, the researcher may also seek Authorization from the subject for such disclosures. If Authorization is obtained, the SHCC will not have to provide an accounting of those disclosures if the subject/patient requests an accounting. 

HIPAA-defined “operations activities” of the IRB, such as quality assurance, monitoring, auditing and reporting of adverse events, require the IRB to use PHI in its role as a member of the SHCC. Campuses may elect to establish a formal reporting relationship between the IRB and the SHCC so that adverse events arising from a research study that have implications for patient safety are appropriately reported. 

Implementation Policy 9-26: Redisclosure by Third Parties

In order to assure research subjects that their PHI will remain confidential after disclosure to a research sponsor, the University should endeavor to gain assurance from the research sponsor that PHI will not be used or disclosed for purposes other than those for which it was collected or created.  Even if research sponsors agree to use or disclose PHI only for purposes for which it was collected or created, the Privacy Rule requires that the research Authorization notify the subject of the potential for information disclosed pursuant to the Authorization to be subject to redisclosure by the recipient and to no longer be protected by the HIPAA Privacy Rule.
  The Authorization may include language concerning other protections afforded individually-identifiable health information, such as those found in state law.  

The HIPAA Taskforce and the UC Office of the General Counsel is currently reviewing state law regarding recent amendments of the California Medical Information Act to determine if the amended language provides greater protection for the confidentiality of individually identifiable health information when that information is used by pharmaceutical companies.

� “Research-Related Health Information (RHI) and its Relation to HIPAA Protected Health Information.” Masys D., Mittman C., Robinson A., Jaffe R., Faer M., UC HIPAA Task Force, November 2002.


� OCR, Privacy Rule Guidance, December 3, 2002, pp. 94-95.


� OCR HIPAA Privacy Guidance, December 2002. 


� Preamble to the Final Rule, August 2002. “Disclosures from a covered entity to a researcher for research purposes as permitted by the Rule do not require a business associate contract. This remains true even in those instances where the covered entity has hired the researcher to perform research on the covered entity’s own behalf because research is not a covered function or activity…. Research recruitment is neither a  marketing nor a health care operations activity…Only a component that performs covered function may be included in the health care component. ” 





� See Standard Two for detailed discussion of PHI. In general, PHI is an individual’s health information that is created, received, used or disclosed by a covered health care provider or health plan and relates to the past, present and future health and health care of the individual or payment for health care provided to the individual.


� HIPAA mandates that a patient’s signed Authorization include specific elements. See Appendix B for University-approved Authorization forms. The HIPAA-required Authorization may be combined with the Informed Consent. 


� The HIPAA defined Limited Data Set removes direct identifiers of the individual, relatives, employers or household members, including names; postal, IP and email addresses; phone and fax numbers; Social Security and Medical record health plan beneficiary, license and account numbers; device identifiers and serial numbers; URLs; biometric and full face identifiers.


� When a University workforce member provides business services to the SHCC, that individual is considered a part of the SHCC and may use or disclose PHI for those business purposes. In this case, the researcher is provider a service for the SHCC—the service of creating a Limited Data Set—that the SHCC would otherwise have to perform or hire a business associate to perform. 


� Assembly Bill No. 2191, an amendment to the Confidentiality of Medical Information Act, Civil Code Section 56.11.


� See Section 164.512 (b)(1)(iii) of the Privacy Rule.


� The researcher is responsible for submitting the description of the PHI to the IRB as a part of the approval process, and the IRB will attach the list of PHI requested to the Letter of Approval.


� OCR Privacy Rule Guidance, December 2002, p. 92.


� The Privacy Rule is intended to supplement and build upon the human subject protections already afforded by the Common Rule and FDA’s human subject protection regulations. The Common Rule requires that an IRB must determine that “when appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.” 


� The Final Rule Preamble, 114 of 216, “Requiring the researcher to justify the need to retain patient identifiers provides needed flexibility for research, while maintaining the goal of protecting individuals’ privacy interests.”


� The University of California’s position that research preparatory to research requires IRB review is based on federal regulations at 45CFR Part 46.102 which define "human subject research.”  


� Preamble to Final Rule, August 2002, p. 104 of 216.


� I.e., HEALTH AND SAFETY CODE SECTION 103875-103885, which authorizes the creation of cancer registries for epidemiological assessments of the incidence of cancer.


� I.e., the National Exposure Registry maintained by US DHHS Agency for Toxic Substances and Disease Registry. 





� Designated record set includes medical records and billing records about individuals and maintained by or for a covered health care provider. See definition in Standard Three.


� See Standard: Patient’s Right to Access or Copy the Designated Record Set


� OCR Privacy Rule Guidance, December 2002, p. 93.


� 45 CFR 164.508(c)(2)(iii)
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