February 17, 2000

Margaret A. Hamburg, MD

Assistant Secretary for Planning and Evaluation

United States Department of Health and Human Services
200 Independence Avenue, SW

Washington, DC 20201

Attn: Privacy-P, Room G-3222A

Subject: Comments on the proposed Standards for Privacy of Individually
Identifiable Health Information, 45 CFR Parts 160 through 164, 64 Fed. Reg. 59917
(November 3, 1999).

Dear Dr. Hamburg:

| am writing on behalf of the American Medical Association (AMA) and it members
regarding the proposed rule on patient privacy issued by the Secretary pursuant to the
Health Insurance Portability and Accountability Act of 1996 (HIPAA). The AMA
appreciates the opportunity to provide our comments on the proposed rule.

In General

The AMA acknowledges the considerable work by the Department of Health and Human
Services (HHYS) in attempting to create a regulation that meets the requirements of
HIPAA and that embraces the Secretary’ s recommendations on patient privacy to the
Congress two years ago. While the resulting proposed rule strives to accommodate both
patient privacy and administrative simplification, the AMA believesthat it falls far short
on both counts. The complexity of the task, compounded by the inherent restrictions
under HIPAA’ s limited grant of regulatory authority, have resulted in a proposed
regulation that does not adequately protect patient confidentiality and privacy and that
substantially and unacceptably increases administrative burdens for physicians. For these
reasons, the AMA cannot support the proposed regulation in its current form.

Although our comment letter delvesinto significant detail in response to the proposed
rule, the AMA’s overarching concerns are as follows:

» that patients’ confidential information could be disclosed without their consent for a
broad array of purposes unrelated to the patient’ s individual treatment or payment and
extending far beyond the necessary disclosures and uses patients would expect when
they seek health care;

» that many holders of patient information who may misuse such information would not
be held accountable under the proposed regulation, despite attempts to bring them
within regulatory reach by compelling physicians and other covered entitiesto, in
effect, “police” them;



» that physicians will be held liable for the uncontrollable misdeeds of their “business
partners,” although the physicians themselves are in compliance with the regulation’s
provisions;

» that the administrative burden and costs of implementing the proposed regulation
have not been adequately calculated, and would have a disproportionate impact on
small physician offices; and

» that the proposed rule contradicts the intention of its legislative directive under
HIPAA to “simplify” health care administration and reduce costs, and does not
improve patients' expectation of privacy in the health care system.

Under the proposed rule, the flow of information would not be limited to those
individual s who should have access to confidential patient information in order to provide
appropriate medical care. The AMA recognizes that the ability to use and manipulate
computerized patient information presents an excellent opportunity to improve the
medical care physicians and others on the health care team can provide. We caution the
Secretary, however, that these opportunities for improvement will belost if patients are
afraid to provide important personal information to their physicians because of
compromised confidentiality and privacy practices in the health care system.

We emphasize an important distinction here: the confidential relationship at stakeis
between the patient and his or her physician, other health care practitioner or health care
team -- not between the patient and the health care system, including managed care
organizations and entities with oversight functions. The physician and health care team
are the guardians standing between patients and the unrestricted use and access to
patients’ private medical records. We believe that the preservation of patient trust and
autonomy in a changing technological health care environment isimperative to continue
high quality patient care that is expected in this country.

Personal health information is used by various entities in the health care delivery system,
including hospitals and health plans, for purposes beyond direct treatment planning and
claims payment. Many in the health care system and beyond believe that personally
identifiable health information should be available for avast array of seemingly
compelling purposes without the explicit consent of the patient. Each of these entities
argues it needs patient-identifiable health information to achieve its legitimate objective;
most believe they do not need explicit patient consent to receive and use such
information. That philosophy is reflected in the Secretary’ s proposed rule and preamble.
It is aphilosophy rejected by the AMA.

The AMA has continuously maintained that an expressed “need” for information does not
confer aright. Patient consent continues to be acritical consideration in the use and
disclosure of personaly identifiable health information. Consistent with AMA’s baseline
philosophy regarding individual privacy rights, valid consent should be obtained, where
possible, before personally identifiable health information is used for any purpose.



However, thisis clearly not practical or even possible in some instances. In those
situations in which patient consent is not feasible, either (a) the information should have
identifying information stripped from it or (b) an objective, publicly-accountable entity
must conclude that patient consent is not required after weighing the risks and benefits of
the proposed use.* LA local review board system has already been adopted successfully by
several parties to the health care system, including physicians, some researchers, afew
health plans, and others.

Some parties may reject this principle as too deferential to patients' rights at the expense
of administrative feasibility. The AMA believes that this approach, explained in greater
detail throughout our comment letter, properly balances the interests at stake.
Furthermore, it isthe right thing to do. At atime when the American public islooking to
its leaders for a strong stand on patients’ rights, any other policy fails patients, their
families and their caregivers.

While we appreciate that the problems articulated above stem primarily from HIPAA’s
limited grant of authority to HHS, the AMA believes that the proposed regulation
contains numerous deficiencies. Consequently, the AMA urges HHS to either (1)
substantially revise the proposed regulation and reissue it as an interim final rule with the
opportunity for comment, or (2) withdraw the proposed rule and issue a new NPRM.

Specific Comments And Recommendations

In the event that the proposed regulation is not withdrawn, the AMA offers the following
specific comments in order to bring this proposed regulation within a framework that will
provide adequate protections for patient confidentiality and privacy until Congress
revisitsits limited grant of authority or enacts comprehensive legislation.

Background: Need for privacy standards.

The AMA notes the Secretary’ s recognition that to “receive accurate and reliable
diagnosis and treatment, patients must provide health care professionals with accurate,
detailed information about their personal health, behavior, and other aspects of their
lives.”(59919) The preamble acknowledges that patients truly worry about their loss of
confidentiality and privacy as health care increasingly moves from a paper-based
information system to one that is electronic-based.

At the heart of “confidentiality” isthe pledge by the physician not to divulge patients
private information to third parties without the patient’s consent. Inits Code of Medical
Ethics, the AMA holdsthat “aphysician shall... safeguard patient confidences within the
constraints of the law.” This core value of medical ethicsisreiterated in the Code' s
Fundamental Elements of the Patient-Physician Relationship, where it is stated that
“...the patient has the right to confidentiality. The physician should not revea
confidential communications or information without the consent of the patient, unless

! AMA Policy H-315.978, “Privacy and Confidentiality.”
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provided for by law or by the need to protect the welfare of the individua or the public
interest.”

Confidentiality lends itself to the establishment of arelationship based on trust, and
maintaining the confidentiality of a patient’s health information reinforces the notion of
patient autonomy or control over decisions to disclose or retain information about himself
or herself. When someone else proceeds to reveal confidential health information,
control or patient autonomy has been taken away and trust is |ost.

While confidentiality is afundamental tenet in the ethical practice of medicine,
confidentiality is not an absolute. 1n some instances, physicians must weigh whether to
respect confidentiality against protecting the interests of others. This conflictis
recognized in AMA policy and Ethical Opinions sanctioning breaches of confidentiality
when “overriding socia considerations,” such asimminent harm to another or t
outbreak of communicable disease, outweigh the individual’s right to privacy.”?

Summary and purpose of the proposed rule.

Here, as elsewhere in the proposed rul€e’' s preamble, the Secretary describes the pressing
need for federal legislation “to establish comprehensive privacy standards for all those
who pay and provide for health care, and those who receive information from them.”
(p.59923). The preamble repeatedly refersto the limited regulatory authority granted the
Secretary by the Congress under the Health Information Portability and Accountability
Act of 1996 (HIPAA) as a confounding factor, prohibiting the Secretary from proposing
policies believed to be “more optimal.” (p. 59923). Even in fulfilling her Congressional
mandate to publish proposed regulations under HIPAA, the Secretary demonstrates a
clear preference for legidative action and perhaps for action that has the effect of
completely overruling her own regulation.

Provisions of the proposed rule.

Applicability.

Covered entities.

Although we recognize the Secretary’ s limited authority under HIPAA, the AMA is
deeply concerned that the proposed regulation does not cover the entities that are most
likely to wrongfully disclose and misuse confidential patient information. The rule does
not regulate any secondary users of protected information, including employers,
contractors, marketers, life insurers, public health officials, researchers, and law
enforcement.

The AMA is aso concerned that physicians who do not conduct electronic transactions
would become subject to the proposed regulations if another entity using its records
downstream “transmits health information in electronic form in connection with a

2 AMA Ethical Opinion 5.05, “ Confidentiality.”



standard transaction on their behalf.” (59927). Such application may raise problems
determining whether a physician or other health care practitioner must comply with the
proposed regulations.

If the proposed regulation provided an adequate level of protection for confidentiality and
privacy, the AMA would support the proposed regulation’s application to all health plans,
health care clearinghouses, and health care providers who transmit health care
information in any medium, whether or not in electronic form. But, in the proposed
regulation’s current form, the AMA cannot support such a broad definition.

Covered information.

The AMA finds deeply confusing the manner in which the NPRM explains what
information is covered under the proposed regulation. According to the NPRM, “once
protected health information is transmitted or maintained electronically, the protections
afforded by this regulation would apply to the information in any form and continue to
apply astheinformation is printed, discussed oraly, or otherwise changed in form. It
would also apply to the original paper version of information that is at some point
transmitted electronically.”

In effect, the privacy regulation could apply to health information in any form, including
the original paper record from which the electronic datais ultimately derived. So while
the regulation would technically apply only to health information that is transmitted
electronically, this “backdraft” effect would suggest that all information — paper or
electronic — would be subject to the standards, unless the information only and always
stays in paper form.

A 1998 AMA survey of physicians found that more than nine out of ten (93%) physicians
have access to a computer in their medical practice. Of those physicians who have access
to a computer, 96% of those computers have modem capabilities and 78% have
communications software for submitting claims. Therefore, in amajority of instances, it
can be assumed that health information generally will not remain in paper form.
Consequently, the AMA isinforming its constituency that a prudent interpretation of the
regulation would apply to all records regardless of form or medium, unless the physician
is certain that the paper document will never be computerized and will never leave his or
her office.

Despite this reality and educational effort, we believe that the NPRM’ s current
explanation of what is covered will likely lead to widespread confusion on how to treat
records that are perceived to be “mixed,” i.e., containing both protected and unprotected
information. The proposed regulation requests comment on “how best to protect
information in mixed records, without creating unnecessary administrative burdens.” It
suggests — somewhat implausibly -- the possibility of developing a*’ watermark’
analogous to a copyright label, designating which written information is protected.” (p.
59929). We do not believe there is any regulatory method of reliably protecting so-called
“mixed” records. The AMA aso certainly agrees with the HHS' s acknowledgement that



the NPRM as it currently exists creates “awkward enforcement ambiguities,” and
suggests that HHS reconsider how it explains what information is covered.

In order to reduce anticipated administrative burdens for physicians and other covered
entities, the AMA isinclined to support the approach, discussed in the preamble (59929),
that al records should be covered under the same standard. We believe that the Secretary
has the current authority under HIPAA to expand the definition of “covered information”
to include al health information, regardiess of its medium. Not only would such a
construction reduce confusion among covered entities, it also would assure patients of an
equally protective set of standards by which their health information would be handled.

However, AMA’s support for such a construction would be contingent upon arevision of
the proposed regulation that would provide an adequate level of protection for patient
privacy and confidentiality. In the proposed regulation’s current form, the AMA
supportsthe exemption of paper recordsthat have never been, and will never be,
reduced to electronic form.

The Secretary also requests comment on whether HHS should draw on “ other authorities
to amplify the protections” of the proposed privacy standards (p. 59929). The AMA
likely would support “drawing on other authorities’ if indeed such action would result in
more uniform protections. For example, if HHS could bring within regulatory reach all
parties who hold individually identifiable information, instead of holding physicians and
others accountable for their “business partners ” misuse of health information, the AMA
may be supportive. However, without knowing which authorities HHS is suggesting
drawing upon and to what end, we cannot offer a more definitive comment at thistime.

Interaction with other standards.

The proposed rule notes that the privacy standardsiit sets forth “would be closely
integrated with other standards that have been proposed under the HIPAA Administrative
Simplification title. Thisis particularly true with respect to the proposed security
standards published on August 12, 1998 (63 FR 43242).”

At the time of their initial publication, the AMA expressed strong opposition to the
proposed Security Standards regulation. We concluded that the proposed rule flew in the
face of itsintended goal of “administrative ssimplification,” and we urged that it be
withdrawn in its entirety. Our concern at the time was that the proposed rule on security
standards would impose such an excessive level of regulatory micro-management as to
discourage physicians' offices from just such a desired transition.

In previous HIPAA NPRM comments we stated that harmonization is an essential
component in implementing the HIPAA standards. The AMA believesthat an orderly
sequence of implementation is necessary for the goals of administrative simplification to
be achieved. First and foremost, we believe that the enactment of comprehensive federal
confidentiality legislation is the necessary and essential precursor and foundation for
promulgation and implementation of federally regulated privacy and security standards.



Definitions.

Covered entity. (see comment under Applicability)

Hedlth care clearinghouse.

The AMA opposes the exemption of clearinghousesfrom a number of the provisions
of therulethat would apply to other covered entities. Regardless of the fact that
clearinghouses may not deal directly with individuals, they deal directly with individually
identifiable health information. If the clearinghouses are exempt from several of the
provisions within the regulations, those exemptions should be clearly identified.

If aclearinghouse isto “be bound by their contracts with covered plans and providers,”
they should also be held accountable for and comply with the regul ations regarding
confidentiality and security requirements in instances where they are acting as a* switch”
or a “trusted third-party.” For example, a clearinghouse may have a contract directly
with a“business partner” such as aphysician or it may be possible that a clearinghouse
will not have a contract with the physician but may have a contractual arrangement with
the physician’s vendor or billing services. Transactions may go through several entities or
switches before actually reaching a clearinghouse. Ther efore, those entitiesthat do not
have a direct contractual arrangement with the physician should also be subject to
compliance with the provisions and the penalties for a knowing misuse of
individually identifiable infor mation (e.g., information being transmitted between two
“trusted” business partners, between a business and a service provider or vendor, or
between a business and a government or licensing organization).

In the future, with the use of the Internet and new technology there may be no “physical”
contractual arrangements between the source of the patient data and the entities in the
chain that receives and/or delivers the data through to its end point. The AMA believes
that the clearinghouses and any trusted third-parties should comply with established
security policies and technology solutions for governing the access and exchange of
individually identifiable health information between individual s and organizations using
Internet-based services for transactions (e.g., €lectronic mail, file transfers, hypertext
transfers, and electronic data interchange). In addition, those entities should be subject to
compliance with the provisions and the penalties for a knowing misuse of individually
identifiable information.

Hedlth care provider.

The AMA approves of the consistency of using the definition of “health care
provider” from HIPAA, and particularly supportstheinclusion of health care
professionals who provide services at schools or businesses.

The Secretary requests comment on whether Internet pharmacies should be included in
the definition of “health care provider.” The AMA generally supports the availability of



the Internet to assist patients in obtaining prescription medicines as long as diagnostic
and treatment decisions are made by physicians, and effective verification and security
systems are in place to support appropriate patient information required in issuing a
prescription. In the context of this proposed rule, it is essential that patient information
remains secure and confidential during the transaction. If a“bricks and mortar”
pharmacy is a covered entity under the rule, we see no reason why an Internet pharmacy
should not also be covered. Other federal or state laws that may also regulate the
operation of Internet pharmacies would be complementary, rather than exclusive.

Hedlth information.

The AMA guestions the omission of “researcher” from the list of those who create or
receive information that “relates to the past, present or future physical or mental health or
condition of an individual, the provision of health care to an individual, or the past,
present or future payment for the provision of health care to an individual.” If
information created or compiled by a school regarding the health status of itsindividual
students could be labeled “ health information,” we fail to see how information compiled
by aclinical researcher regarding an individual could elude the designation of “health
information.” The AMA recommendstheinclusion of “researcher” among the
entitieswho create or maintain “health information.”

Health plan.

The subject of workers' compensation is complex and could be the subject for a separate
rule addressing the rights and responsibilities of employers and their employeesin the
realm of privacy. The current proposed rule seemingly takes a“by” on this consequential
issue by exempting workers' compensation more or less completely. We believethisis
an inadequate response.

The fact that other forms of insurance with health components are also exempted is
equally troubling to the AMA and, we believe, a poor public policy choice. Doesthe
exclusion on property and casualty insurers from the scope of the rule mean that they can
use and possibly market individually identifiable health information that their affiliated
health insurance plan cannot? What are the barriers imposed? Does it matter to the
individual which planis paying his or her medical bills after an accident and should that
individual’s privacy protections be lesser depending on the source of benefits? The
AMA believesthe answer isafirm “no,” and recommendsthat all such coveragesbe
included in the definition of “health plan.”

Transaction.

The AMA supports the development and use of national standards for electronic
transactions. By increasing standardization and focusing on the readiness of third-party
payers to engage in standardized el ectronic transactions, HIPAA and its resulting
regulations can do much to spur substantial physician participation in electronic
commerce.



We have long held that increased use of electronic financial and administrative
transactions could increase the efficiency of physicians' practices as well as of the health
care system overall. We, like others, have also identified alack of national standards as a
major bar to increased and cost-effective physician use of electronic datainterchange
(EDI) and other forms of electronic commerce. By specifying standards, and by
“standardizing” these standards, EDI can be more attractive and useful to physicians,
thereby accelerating the annual increases that we have seen in their use of EDI.

The AMA also supports web-based transactions contingent upon effective verification
and security. However, the AMA believes that the data content must be equal to that
required for the standards regardless of how the transaction occurs. Although much of
today’ s EDI health care transaction business is conducted using a batch environment,
web-based transactions are becoming very popular and will likely expand in the future.
Batch transactions require submission of data elementsin addition to the essential data
content. Web-based transactions do not require the transmission of all the data elements
in the proposed standards in order to satisfy the essential data content. Web-based
transactions should not be considered a substitute for the proposed standard, but a
supplement. Therefore, the AMA believes that for web-based transactions, areceiver
should not be required to rebuild the transaction into the proposed standardized
transaction for internal use, even though the data content that was received was equal to
that required in the standard. To require the rebuilding of the transaction seems
unnecessary and may stifle future technological innovations.

Business partner.

Since the Secretary’ s regulatory authority is currently limited to physicians, providers,
health plans and health data clearinghouses, all other users of individualy identifiable
medical information in the health care system are not directly regulated by the proposed
rule. The proposal identifies these secondary users as “ business partners’ of physicians
and the other entities covered by the rule and they could only be held to the
confidentiality standards of the regulation through contracts with the covered entities,
such as physicians. A physician group, for example, could then be held accountable for
prohibited activity by its business partners, even if the group had no knowledge or control
over the practices of its business partner. The AMA objects to these provisions because
they present the potential for significant liability for physicians who, themselves, are
complying with the regulation’ s requirements. [See also discussion on Application to
Business Partners|

If the final regulation retains the concept of the “business partner,” the AMA believes
that the term’ s definition should be expanded to include “trusted” business partners with
appropriate verification techniques and secure online communication in place such as
network partners, out-sourced clinical services, alliance hospitals, etc. that have a
legitimate need to access clinical data. Many transactions in the future will be sent viathe
Internet with secure encryption and digital credentials to identify the sender/receiver.

The rule should make provision for these types of relationships.



Designated record set.

The AMA believes that the definition of a designated record set in the proposed rule
could be problematic, in that it describes records “ used by the covered entity to make
decisions about the individual.” As the preamble notes, the “designated record set”
would include not only the predictable medical charts, billing and enrollment records, but
would also embrace other communications or tracking systems regarding the individual
patient or enrollee. While we appreciate the exclusion of back-up files and similar
records, we nevertheless believe that the volume of |ess systematized communication
regarding a patient or enrollee within a covered entity could be significant, and making it
available to meet the access requirements of the proposed regulation overly burdensome.
Perhaps there might be some way to distinguish afirst and second tier of records, such
that the basic access request would provide the non-duplicative systematized records used
to make decisions and provide notice that the other information would be available, if
needed. Such an approach may create alesser administrative burden, and could be
supported as long as the privacy protections accorded each tier of information would be

equal.

Hedlth care operations (Sections 160.103) (See also Section 164.504, “ Treatment,
Payment, and Health Care Operation”)

The AMA is deeply concerned and surprised by the breadth of activities HHS believes to
be “ compatible with and directly related to” treatment and payment. We recognize that
patients have a reasonable expectation that the nature of treatment rendered by their
physician or other health care practitioner will be revealed to their health plan or other
insurer for purposes of payment. However, patients would not expect, nor would they
welcome, unauthorized access to health information disclosed in the context of a
confidential relationship for the wide range of purposes HHS believes to be somehow
“compatible with and directly related” to treatment or payment.

First, many of the activitieslisted in the NPRM under the definition of “health care
operations,” for example “quality assessment and improvement,” clearly are NOT
“compatible with and directly related to treatment and payment” as the proposed
regulation suggests. Though arguably some of the activities may be related to treatment
and payment in the aggregate, several of the activities described in the NPRM clearly are
not related to any one medical service or payment thereof. We believe the measur e of
whether an activity is“ compatible with and directly related to” treatment or
payment would be whether the purpose of the activity wasto specifically and
directly benefit that particular patient. Advantagesto the patient or enrollee
population generally might eventually accrue to the individual patient, but are not directly
intended for the medical benefit of a specific and unique individual.

The diversity of proposed uses advocated by various groups illustrates the inherent

difficulty in addressing these evolving functions within any static legidlative or regulatory
definition. It also suggests the implausibility of reaching consensus on which functions
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are appropriate and which are not. Health care systems must be dynamic and flexible to
compete in today’ s economy. It would be foolhardy to expect that the current list of uses
for health information will remain static. The Secretary notes this when she states that
“the health care industry is changing and that these categories [of “health care
operations’], though broad, may need to be modified to reflect different conditionsin the
future” (P.59934) Why not create a system that accepts this fact and builds in enough
flexibility, while continuing to place patients' rights to control their information in a
preeminent role?

The AMA believes the issue should be re-framed and that it is unnecessary for asingle
federal law or regulation to create an immutable, one-size-fits-al scheme. We
recommend application of the controlling ruleiterated previously: valid consent
should be obtained before personally identifiable health infor mation isused for any
purpose. For those many functionsor circumstancesfor which patient consent is
not feasible, theinformation would either haveto be de-identified to be used, or the
decision regarding its use without patient consent would be made by an objective,
publicly-accountable process that weighstherisks against the benefits of the
proposed use.

The AMA believesthat operational uses of personally identifiable health
information, aswell asresear ch projectsthat fall outsidethe purview of an IRB
process, should be subject to review by privacy boards, as described by the
Secretary in the Resear ch provisions of the proposed rule, and should be held to the
same standardsthat apply to I nstitutional Review Boards. Such an approach honors
the rights of the individual and the primacy of patient consent, which the Secretary
herself has described as “ generally more protective of privacy interests than the lack of
such authorization.” (p. 59997) Y et it also does not create an unduly restrictive barrier to
patient information for legitimate uses and creates a mechanism for those seeking
medical records to establish their credibility and legitimacy. In short, it creates
accountability. [See discussion under Research provision.]

The privacy board also creates an incentive to de-identify health information at the
earliest possible opportunity, also consistent with the Secretary’ s expressed intent of the
proposed rule. Wefail to see why many of the activities termed “health care operations’
could not be carried out using de-identified patient information. AMA believesthat if a
covered entity has alegitimate need for identified health information, for purposes other
than treatment or payment, other truly related purpose, or clearly defined public health
benefit, the entity should be required to obtain consent to use the information. 1f consent
is neither practical nor possible, we would advocate for a publicly accountable, objective
bal ancing mechanism to make such decisions on behalf of the patients, weighing the
relative risks and benefits, as well as the security measure in place to assure the
confidential handling of protected health information.

Hedlth oversight agency.
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The proposed regulation defines a health oversight agency broadly as a* public agency
authorized by law to conduct oversight activities in relation to the health care system, a
government program for which health information is relevant to determine beneficiary
eligibility or agovernment regul atory program for which health information is necessary
for determining compliance with standards.” (59958) Examples of agenciesincluded are
state insurance commissioners, state health professional licensure agencies, the Office of
Inspectors Genera of federal agencies, the Department of Justice, State Medicaid fraud
units, Defense Criminal Investigative Services, the Pension and Welfare Benefit
Administration, the HHS Office for Civil Rights, the FDA, the Social Security
Administration, the Department of Education, the Occupational Health and Safety
Administration, and the Environmental Protection Agency.

However, private accreditation organizations such as the Joint Commission on
Accreditation of Health Care Organizations (JCAHO) would not be included in the
definition of a*health oversight agency.” Only governmental or private entities that
contract with the government to conduct oversight activities would be included.

The AMA is concerned that many governmental agencies do not have clearly defined
oversight dutiesin the health care arena. We believe that the definition’s sweeping
inclusion of virtually al government agencies that may have any connection, albeit
remote, to health care may result in widespread fishing expeditions for confidential
patient information. Even more troubling, is that the proposed regulation promotes such
access knowing that there are few safeguards in place to protect against the government’s
wrongful disclosure or use. Aswe discuss later in this document, the AMA strenuously
objects to the seemingly unfettered and unauthorized access governmental agencies will
be accorded under the proposed regulation asit is current drafted.

Individual.

The Secretary would include in her definition of individual a person with “power of
attorney.” The AMA is concerned that under the proposed regulation, lega
representatives with “power of attorney” for matters unrelated to health care would be
given unauthorized access to confidential medical records. In fact, the proposed
regulation discusses this situation, and concludes that it would be appropriate to alow
health plans and providers to disclose confidentia information to such persons without
patient authorization. We cannot support this approach, and recommend that the
Secretary limit disclosure without authorization to thoseindividualsor legal
representatives who are given power of attorney over issuesdirectly related to
health care.

We would also like to share a concern voiced by the transplant community regarding the
definition of “individual.” Their request is that, with respect to deceased persons, next-
of-kin (as defined by applicable law) should be permitted to represent the decedent, along
with the executor, administrator, of other person authorized under applicable law to act
on behalf of the decedent’ s estate. Their concern is that the definition should not
inadvertently preclude information from flowing with organs in the procurement process.
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Individually identifiable health information

We agree with the Secretary’ s decision to reject defining non-identifiable information to
mean “anonymous.” However, we do not believe the correct balance has been struck in
Section 164.506(d), regarding the de-identification of information. Although the
Secretary’ s intent is to encourage de-identification of records, the complexity and
administrative burden of this section has the perverse result of discouraging de-
identification. [See discussion at General Rules: Creation of De-identified Information]

Also, dueto its limited applicability under HIPAA to health care providers, health plans
and health care clearinghouses, the proposed rule does not prohibit subsequent recipients
of “de-identified” information from re-identifying it. Thisisanother fundamental flaw in
the proposed rule resulting from the limited grant of authority and scope under HIPAA.

Law enforcement official.

The proposed regulation defines a“law enforcement official” broadly as an officer
“empowered by law to conduct an investigation or official proceeding inquiring into a
violation of, or failure to comply with any law....” Seemingly, under this definition,
many government officials (even those without health care oversight duties) would be
able to access records without patient consent. Although we understand reasons why the
Secretary might feel the need to broadly define “law enforcement officials,” we remain
concerned about the proposed regulation’s lack of safeguards to prevent government
agencies from wrongfully disclosing or misusing confidential and private health
information.

ment.

The AMA shares the Secretary’ s concern that disclosures for payment may routinely
result in disclosure of protected health information to employers and other non-covered
entities. The proposed regulation recognizes that “employers are paying for health care
in many cases, and ... they may need access to claims and other information for the
purposes of negotiating rates, quality improvement and auditing their plans and claims
administrators.” While we acknowledge the legitimate uses to which an employer might
put such information, the AMA believes that many of these functions should be
performed with de-identified information and that employers should not be permitted to
access their employees’ individually identifiable confidential medical information
without the employee’ s authorization.

Therefore, the AMA would support one of the Secretary’s approaches considered to
resolve theissue of employer access, i.e., prohibiting disclosuresto employers
without individual authorization. The AMA believes that employers should be barred
from unauthorized access to identifiable medical information. In general, knowledge of
sensitive facts could form the basis of adverse decisions against individuals. Many, if not
most, legitimate employer activities regarding improving health care for its employees
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may be conducted with de-identified and aggregate data, for which consent would not be
required.

Protected health information.

The AMA is not comfortable with the proposed regulation’s definition of “protected
health information,” which means “individually identifiable health information that is or
has been electronically maintained or electronically transmitted by a covered entity, as
well as such information when it takes any other form.” We point out that under
principles of medical ethics, little distinction can be made between sources of information
based on mode of transmission, electronic or not. That is, with regard to disclosure and
authorization to disclose protected health information, the source of the information is not
determinative of its protected status.

Psychotherapy notes.

Effective medical diagnosis requires patients to be willing to reveal details about their
most personal behavior and physical and psychological conditionsto their physicians and
other health care practitioners. The “imperative need for confidence and trust” between
patient and practitioner has been recognized by the U.S. Supreme Court in the psychiatric
context. Jaffee v. Redmond, 518 U.S. 1, 15-16 (1996). However, the need for
confidentiality and trust extends well beyond psychiatry.

The AMA believesthat thereisacritical need to protect all individually identifiable
health information regardless of its context. The fact that a special carve-out is needed in
order for the proposed regulation to be consistent with the U.S. Supreme Court’ s ruling,
demonstrates that the proposed regulation, as currently drafted, is an inadequate vehicle
to provide much needed protection against inappropriate disclosure and misuse of
confidential health information. If the proposed regulation provided a reasonable level of
protection for individually identifiable health information, a carve-out for psychotherapy
notes would not be necessary.

Research information unrelated to treatment.

This definition is problematic, in that it is unclear exactly how such information is
distinguishable from “research” information, particularly over time. What is the effect on
records when a treatment becomes medically verified? Are protections retrospective? If
the distinction being made is one between archival and clinical records, it would seem to
make an equally precarious and ethically unacceptabl e distinction between treatment
patients receive when participating in aclinical trial and when receiving “regular” care.
We understand that others interpret this definition to address genetic information, a
reading we find hard to follow. However, the confusion points up that the term is poorly
defined in the regulation and further muddied in the preamble’s narrative. We
recommend eliminating the distinction completely. Patient protections should not
be dependent on whether a health plan will pay for certain care.
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Treatment.

The definition of “treatment,” which as proposed seemingly would include cost
containment mechanisms such as case and disease management, istoo broad. The
AMA suggeststhat the definition be narrowed. For example, “treatment” could be
defined simply as“the provision of or coordination of health care services among
physiciansor other licensed or certified health care practitionersor providers.”

Such adefinition would eliminate all references to coordination of care with third party
payors, which employ coordination mechanisms (such as disease management and case
management) primarily for the purpose of managing costs, not treating patients. And,
though the AMA recognizes that there are numerous times when third party payors enter
the realm of making “treatment” decisions, at the current time many health plans
(particularly ERISA plans) maintain that they do not make treatment decisions, and argue
against assuming liability for making treatment decisions. They cannot have it both

ways.

The term “ disease management” is undefined in the proposed rule; however, its
proponents define it as a broad-ranging set of “multidisciplinary” initiatives to
“continuously evaluate clinigal, humanistic and economic outcomes with the goal of
improving overall health.”* This all-encompassing definition would seem to justify
almost any information use under the proposed rule and we believe it isa significant and
potentially harmful loophole that must be closed.

The danger of equating information disclosures for “disease management” with
disclosures for treatment is not a theoretical one, as anyone knows who has received
mailings at home for an alternate, competing medication after having filled a prescription
at the pharmacy. If the true motive of its proponentsisto improve individuals care, then
they should not object to coordinating all disease management activities through the
individua’s physician. If, however, the purpose is rather ultimately to market protected
health information to commercial entities or employers, then the proponents will eschew
physician participation and seek to directly influence the patient. The AMA opposes
any “disease management” languagein the proposed rulethat isnot qualified by
requiring the coordination and cooper ation of theindividual’s physician. An
example of such aqualification in current law isfound in California’ s “ Confidentiality of
Medical Information Act, which allows disclosure for chronic disease management
programs to plans and contractors of plansto monitor or administer enrollees’ carefor a
covered benefit, “ provided that the disease management services and care are authorized
by atreating physi ciand

% From the Disease Management Association of America definition of “disease management”: “a
multidisciplinary, continuum-based approach to health care delivery that proactively identifies populations
with, or at risk for, established medical conditions that supports the physician/patient relationship and plan
of care; emphasizes the prevention of exacerbations and complications utilizing cost-effective evidence-
based practice guidelines and patient empowerment strategies such as self-management education; and
continuously evaluates clinical, humanistic and economic outcomes with the goal of improving overall
health.”

* Cal. Civil Code Section 56.10(c)(17), as added by 1999 Cal. Stats. Ch. 526, sec. 2.
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Clearly, there are opportunities for disease management programs to assist patients.
Patients should have the right to consent to —or refuse — participation in disease
management programs offered by providersand plans. It isnot anticipated that this
would impose any significant additional burden; plans, for instance, already have a
variety of interactions with enrollees, including the initial and annual enrollment process.
If the disease management activity is conducted by a secondary organization or
contractor, theindividual should have notice of thisin the consent form. If the
information is going to be used for any marketing or employment pur poses, this
should be explicitly noted in the consent form. And in no way should an
individual’senrollment or costs be affected by hisor her decision to not participate
in a plan’s disease management program.

The AMA is also taken aback at the Secretary’ sintention, articulated in the preamble,
that the “right to use and disclose protected health information be interpreted to apply for
treatment and payment of all individuals.” (emphasis added) (p. 59940) The Secretary
provides two examples, neither of which are acceptable options under AMA’ s Code of
Ethics. Thefirst suggeststhat in the course of providing careto asingle patient, a
physician can randomly access the files of other patients with similar conditions, even if
that physician has no relationship with the other patients. The second describes a
situation where a physician, according to the Secretary, would be able to access the
records of several people in the same family or living in the same household (e.g.,
roommates) to assist in the diagnosis of contagious conditions or that could arise from a
common environmental factor.

For clinical purposes, AMA policy and Code of Ethics require that “physicians or other
health care professionals not directly involved in a patient's care who wish to gain access
to confidential medical information must obtain explicit patient consent before doing so.
Informal case consultations that involve the disclosure of detailed medical information
are appropri atE‘n the absence of consent only if the patient cannot be identified from the
information”® The wearing of awhite lab coat isnot a“get in for free” ticket. Sucha
basic misunderstanding of physicians' ethical obligations and the character of the patient-
physician relationship cannot go unnoted here.

We are further appalled to read the Secretary’ s expanded construct of thisidea of
universal access for health plans or providers who could “ use the protected health
information of a number of enrollees to develop treatment protocols, practice guidelines,
or assess quality of care,” apparently with no thought to patient consent. (p. 59940) This
faulty line of reasoning may explain what was before puzzling to us: the Secretary
believes that since physicians have universal free access to confidential patient
information, then so must other entities. The premise iswrong and so is the conclusion.

General rules.

> AMA Policy H-140.927, “Access to Medical Records by Non-Treating Medical Staff.”
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The proposed regulation seemingly is more concerned with facilitating the ease of
information flow for the broadly defined purposes of treatment, payment, and health care
operations than it is with protecting patients' confidentiality and privacy interests.
AMA’s policy states that “[c]onflicts between a patient’ s right to privacy and a third
party’s need to know should be resolved in favor of patient privacy. (H-140.989). Inthe
AMA’sview, the “general rule” should begin with preserving confidentiality and privacy
and allowing disclosure only when it is ethically and legally justified.

Though, at first blush the proposed regulation’s “general rules’ seem to reflect this view,
as broad definitions and interpretations of the regulation’s more specific provisions are
incorporated, clearly the proposed regulation does not place protecting patient interests
first.

Furthermore, we agree with the Secretary’ s approach to provide asimilar level of
protection for all health information, not just sensitive health information. However, the
proposed regulation’s extremely low level of protection unfortunately encourages the
need for carve-outs for sensitive information, which are accorded little protection under
the regulation in its current form.

Use and Disclosurefor Treatment, Payment, and Health Care Oper ations (Section
164.506(a

We agree with the intent of the Secretary’s proposal to make the exchange of protected
health information relatively easy for health care purposes and more difficult for purposes
other than health care. However, despite the requirement that only the minimum amount
of information necessary be disclosed, we are concerned that as a consequence of the
breadth of the disclosures authorized under the NPRM, patients may be reluctant to share
confidential information with their physicians.

The Secretary notes, and the AMA agrees, that individuals generally do not recognize
that their information may be used for a multitude of purposes beyond their individual
care and payment for that care. Thisfact underliesthe AMA’s advocacy for a consent
requirement for most uses of an individual’s private health information. The Secretary
herself acknowledges in the preamble (p. 59997) that “[w]e consider individual
authorization generally to be more protective of privacy interests than the lack of such
authorization...” and so are disappointed that the proposed rule does not do more to
endorse an authorization approach.

Minimum necessary use and disclosure

The proposed rule would require each physician office to establish a“minimum
necessary” standard, which involves establishing and documenting procedures and
policiesto limit access and training staff. Each request for disclosure would be required
to be reviewed on its own merits. Thereis much gray area between what is “necessary”
information for medical reasons and what is too much disclosure such that the standard is
violated. What is“reasonable’ is highly subjective and compounds the problem of cost
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estimation. In addition, this requirement, in its current iteration, unfairly puts the onus
largely on physicians to establish the motives and needs of various record requesters.

We believe that the current “minimum necessary” standard, while of laudable intent, may
be unworkable. To achieve the same goal of precluding wholesale transfer s of
complete medical recordswhen only a small portion is pertinent to the patient’s
current treatment, we recommend that the rule adopt a provision similar to that
proposed in a bill being considered by the Massachusetts legislature. Rather than
requiring that the* minimum amount necessary be disclosed” in responseto record
requests, the rule should adopt a requirement for requester to make the “minimum
necessary demand.” While physicians could certainly engage the requester in a
dialogue regarding what specific information might be needed in any given instance, the
liability would be on the requester for seeking prohibited information, rather than on the
physician for not adequately divining the motivations of the requester. We believe thisis
afairer and less administratively cumbersome method of achieving our mutual goal of
protecting patients’ information.

Under this approach, we believe physicians would retain their role as ultimate protector
of a patient’ s record and would be able to challenge demands that, in their professional
judgment, were excessive. Retaining this ability to challenge overly broad requests
would keep the system fair and provide for some internal tension to assure that the
standard was honored, assuaging some concerns that there would be no practical way to
enforce the proposed rul€’s current standard. 1t would accrue to any requester’ s benefit,
then, in substantiating their request, to describe with great specificity the intended scope
and purpose to which the requested information is to be put. While we understand that
such a balance might not be possible under the current parameters of the proposed rule,
given that the rule may only directly regulate the activity of “covered entities,” we
nevertheless believe that such an approach should be the ultimate goal.

In certain instances, physicians should also be permitted under theruleto disclose a
summary of therecord, in conformance with the “minimum information” standard,
rather than the full record itself. While this obviously would not be the preferred
option in many instances, we nevertheless believe that the option should be preserved by
explicit inclusion in the proposed rule.

On the question of scope, we also question why the* minimum necessary” standard
would not apply to disclosures allowed under Section 164.510, for purposes such as
health oversight, judicial and administrative proceedings, law enfor cement,
research, and others. While the scope of authority granted the Secretary under HIPAA
would not currently permit imposition of a“minimum necessary demand” standard, as
recommended above, on non-covered entities, we believe that a comprehensive federal
approach should pursue exactly such arequirement. A “minimum necessary demand”
standard would also eliminate any potential conflict of interest in situations where
information sought for investigative or enforcement purposes might be the subject of a
requested disclosure. This underlines the importance of retaining physicians' ability to
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challenge requests, as articulated in many States’ laws of civil procedure permitting a
physician to move a court to limit or completely quash an inappropriate request.

Lastly, the exceptionsto the “ minimum necessary” standard in Section
164.506(b)(1) should be modified in (iv) to read:

“(iv) Made by a covered health care provider to a covered health plan, when

theinformation isrequested for audit and+elated-purpeoses of that plan’s
enrollees recordsonly.

“Related purposes’ is undefined in the regulation and should be eliminated. If the
purpose is related closely enough to the audit function, it will be allowed as a necessary
element of the audit; otherwise, it should not provide a“backdoor” to other marginally
related purposes. Secondly, the health plan’ s relationship is with its own enrolleesin a
treating physician’s practice. Even under the rubric of performing “health care
operations,” health plans do not have the permission of the physician’s patients enrolled
in other health plans to access their individually identifiable information without their
express consent. Therefore, the AMA urges amodification of this standard to accurately
reflect the patients' [relationships with each covered entity and the rights and obligations
that flow from that relationship. ]

Right to Request Restrictions on Uses and Disclosures. (Sec. 164.506(c))

The proposed rule would permit individuals to request that the use and disclosures of
their protected health information be restricted for purposes of treatment, payment and
health care operations. If the covered entity agreed to the restrictions, the covered entity
could not use or disclose the information for treatment, payment, or health care
operations in ways that would be inconsistent with the agreed restriction.

At first blush, the ability for individuals to request restrictions on disclosures and use of
their information for purposes of treatment, payment and health care operations appears
to diffuse the criticism that individual authorization would no longer be required under
the proposed rule for these purposes. A more careful analysis reveals this provision to be
an unworkable “consolation prize” for patients who have had their right to consent taken
away from them by government fiat.

In addition, individuals would have no right to request restrictions on disclosures or uses
made without their authorization under Section 164.510. Thus, for judicial and
administrative proceedings, for example, the individual would not have an opportunity to
limit the amount of information disclosed if it was requested without benefit of a court
order. Thisdeficiency might berepaired by requiring that requestsfor judicial or
administrative proceedings must be accompanied by a court order limiting the
amount of information to be disclosed and providing theindividual with an
opportunity to challengethat request. [See comments under Judicial and
Administrative Proceedings]
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This same criticism applies to instances where information is requested for law
enforcement purposes under Section 164.510. Thisis particularly true in situations where
legitimate health oversight activities evolve into law enforcement actions.

Also under the current language of the proposed rule, individuals would have no right to
request restrictions for disclosures to governmental health data systems, under Section
164.510(g). Thus, individuals would have no say whatsoever in keeping the entirety of
their personal medical information out of governmental health data systems. The
unfortunate conclusion patients might draw from this fact is that they are better off not
seeking medical care for sensitive conditions. [See comments under Governmental
Hedth Data Systems]

This makes the case for a consent requirement for those activities categorized under the
proposed rule as “ health care operations.” If thisright were expanded to restrict all uses
and disclosures, patients would retain control over their health information. Rather than
being asked to authorize specific uses and disclosures, patients could pre-determine those
uses and disclosures that are compatible with their preferences and values. Re-enforcing
patient autonomy is this manner would be in greater accordance with the principles of
confidentiality espoused by the AMA in the Code of Medical Ethics.

In addition to its ethical flaws, we believe that offering aright to restrict presents the
potential to drive a wedge between patients who want to impose further restrictions and
providers who cannot agree to such arrangements due to the overwhelming
administrative burdens and potential liability that such individual arrangements would
entail. Ironically, we believe that the inclusion of the “right to restrict” provision points
up the flawed framework of the proposed rule and ultimately makes the case for a
consent requirement for all purposes.

If the Secretary choosesto adopt this“right to request restrictions’ approach in
which an individual can request restriction on disclosures and uses of their
information, several modifications must be made to make the provision meaningful:

* Individuals must be able to request such restrictions from their health plan, as well as
from their physician or health care provider (for example several individuals may be
insured under a family plan, and their privacy needs may differ from the main
insured’s);

* Therightsto request restrictions must extend to certain disclosures and uses currently
permitted under the proposed rule without the individual’ s authorization (certain
provisions of Section 164.510, especially next of kin, judicial and administrative
proceedings, law enforcement, and governmental health data systems); and

» Theright to restrict must not be conditional on the physician’s or health care
provider’s acceptance when the individua “self-pays.” However, such aprovision
must be conditioned on the physician’s ability to limit his or her liability in cases
where the patient does not want information shared for treatment purposes (this
should make the case for why consent should be required for anything other than
treatment or payment. For all but self-pay cases, though, the physician should have

-20-



should have the right to deny the request for restriction because he or sheis best
situated to evaluate whether it would unacceptably compromise care).

* Any restrictions should flow with the information to which it pertains, so that
subsequent holders/users are bound by the restriction. The physician already hasto
notify subsequent holders of the restriction (Section 164.506(c)(2)(iv)), so the
additional administrative burden on physicians would be seemingly minimal.

Creation of de-identified information.

The AMA favors any provisions of the rule that would have the effect of creating
incentives to “de-identify” medical information. We are pleased that the Secretary, in the
proposed rule’ s preamble, has noted the importance of creating such incentives.

However, Section 164.506(d), apparently intended to provide guidance in de-identifying
records, actually would create a disincentive to de-identify information. It articulates
nineteen different characteristics or fields that would need to be removed from a medical
record before the record could be considered de-identified.

Aside from the tremendous administrative burden this would create for any institution or
entity, some of the characteristics or fields of information to be deleted would make the
record completely useless for amost any research purpose. For example, the medical
record number, health plan beneficiary number, account number and certificate or license
number would all have to be excluded from a patient’s file in order to comply with the
rule. Thiswould seem to preclude any cross-referencing of records, even if those records
had no other identifying information in them, save for these numbers. Such numbers do
not identify individual s unless the numbers are linked to a cross-index that includes
names or more obvious identifiers.

The AMA believesit would make much more senseto dramatically pare down the
list of characteristics considered to be “identifying,” and add a prohibition of the
unauthorized linking of anonymous data with other liststhat would reveal the
identity of theindividual. Thelinking for the purpose of identifying an otherwise
unidentified individual would be a violation of theregulation, equivalent to the
disclosure of identifiable information. This“linking” prohibition would be in addition
to the prohibition, in 164.506(d)(1)(i), of disclosure of keys or other devisesto enable
decoding or “re-identifying” de-identified information.

In addition, the AM A recommends that Section 164.506(d)(2)(ii)(B), regarding

I mplementation Standards, be completely deleted. The current language requires that,
in addition to removing some 19 different potential identifying factors from a medical
record, the physician must also divine the identity of “any anticipated recipient” and how
that recipient “could use the information, alone or in combination with other information,
to identify and individual.” (emphasis added) As has been pointed out in oft-cited
research on the subj ectlit is a complex and near-impossible task to completely protect
“anonymous’ individual records from cross-indexers eager to seek out the individual’s

® Latanya Sweeney, “Weaving Technology and Policy Together to Maintain Confidentiality,” 25 Journal of
Law, Medicine & Ethics 98 (1997).
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identity. It isunacceptable to require such omniscience from physicians or other covered
entities.

We believe our recommendation to revise the list of “identifiers’ to be removed from
records, combined with an explicit prohibition against “linking” or re-identifying without
authorization, would provide entities with a greater incentive to de-identify records, while
holding the inevitable wrongdoers properly accountable.

Application to business partners.(164.506(e))

The AMA strongly objects to the proposed rule’ s approach of holding physicians and
other covered entities responsible for certain violations of the rule’s requirements by their
business partners. We appreciate the limitations inherent in the Congressional grant of
authority under HIPAA that constrains the Secretary from directly regulating secondary
and “downstream” users of individually identifiable health information. The AMA also
agrees with the Secretary that these users should be brought under the terms of
comprehensive privacy rules. We oppose, however, the contrived extension of the
scope of the Secretary’sauthority through the“business partners’ provisions of the
proposed rule.

Although covered entities can articul ate their expectations for patient privacy in a
contract with business partners, it isafact that covered entities cannot control all acts of
their business partners. Physicians and other covered entities would be required to act as
regulatory deputies on behalf of the Department, in seeking oversight and compliance by
business partners. Covered entities often have multiple contractual relationships,
significantly complicating the “policing” role the proposed rule obliges them to play. It
isunclear how frequent or detailed the covered entity’ s oversight of its business partners
would be to be considered “reasonable.”

As amatter of fairness, the proposal fails. While covered entities are subject to the full
weight of enforcement and sanctions under the regulation for the prohibited acts of their
business partners, the business partners would stand to lose far less -- at most, their
contract with the covered entity and possible damages in any subsequent civil suit filed
by the covered entity.

Physicians and covered entities would be subject to an array of both foreseeable and
unforeseeabl e costs to comply with the proposed rule. All existing contracts with each
business partner would need to be rewritten and possibly renegotiated. In addition to the
multiple contractual provisions required by the proposed rule, it is expected that covered
entities would certainly want to negotiate liability and indemnification clauses. In order
to comply with the contract terms, it is anticipated that some vendors would renegotiate
their contract price with covered entities.

Another element of the “business partners’ provision that has not been considered by the

Secretary is the potential cost to covered entities for assuming the enforcement
responsibilities of the Department, as well as litigation costs for pursuing restitution from
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business partners whose conduct has placed the covered entity, through no fault of its
own, at risk of regulatory non-compliance. In sum, we believe the financial implications
for physician compliance could be substantial under the *business partner” provisions of
the proposed regulation.

Another mandated contract term that requires revising for real-world applicationisin
Section 164.506(¢e)(2)(H), in which the business partner would be required, at the
termination of the contract, to return or destroy all protected health information received
from the covered entity, retaining no copies of the information. Collateral obligations of
the business partner may demand that it maintain some of thisinformation, particularly
for audit and oversight purposes. Y et in the absence of a continuing contract with the
covered entity, the proposed ruleis unclear as to what protections might still attach to the
information.

The proposed rule creates unnecessary complexity by characterizing covered entities that
do business with other covered entities as “business partners.” Physicians have numerous
contractual agreements with other “covered entities,” and it is difficult to untangle
relative obligations under the current construction. For example, if aphysicianisan
independent contractor with a hospital, who is the “ covered entity” and who is the
“business partner”? What if that physician isamember of aphysicians’ group that has a
contract with a hospital?

Since all covered entities privacy practicesareregulated under the proposed rule, it
would make senseto add a rule of construction that no covered entity can be a
“businesspartner” under theregulation. This construction would also require the
deletion of the provision in the current proposal whereby health data clearinghouses are
sometimes exempted from obligations as a “covered entity.” Here, as throughout the
proposed rule, simpler would be better.

We also support the carve-out to the contracting requirement for consultations and
referrals. We believe this provision can be further strengthened to permit the maximum
access for treatment purposes, as long as the definition of “treatment” is circumscribed in
such away as to include only those activities that go to the benefit of the individual. [See
also comment under Definitions: Treatment] Thisis an excellent example of how
computerization can assist caregivers in coordinating the best care for their patients — and
thisison behalf of the individual, rather than on behalf of a patient population
(fundamental difference with health plans).

Deceased Persons (Section 164.506(f))

Under the proposed rule, individually identifiable health information would continue to
be protected for two years after the death of the individual, except for research purposes.
For research purposes, the two-year protection would not apply and information would be
immediately available. For any and all other purposes, covered entities would be able “to
use such information or to disclose records to others, such as commercial collectors of
information, two years after the death of the individual.” (59951). The AMA strongly
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objectsto the proposed regulation’s construction and the Secretary’s dismissive
approach to protecting deceased persons and their families' confidentiality.

Traditional privacy law, which supports extinguishing an individual’ s right to control use
or disclosure of information about oneself post-mortem, does not fit well with medical
ethical obligations to keep patient confidences or the potential for misuse of personal
medical information made possible by today’s “Information Superhighway.” The AMA
believes that ethically little distinction can be made between protecting an individual’s
health information during life and protecting it post-mortem. Fostering open
communication between patients and their physicians by protecting patient confidences
during life aswell as after it is sound policy for quality patient care. Fear of widespread
and open disclosure of personal health information -- whether before or after death -- may
cause patients to suppress information that is important for physicians and other health
care practitioners to know in order to appropriately treat them.

Of course, confidentiality protections cannot be absolute. The AMA recogni zes that
severa legitimate reasons for accessing deceased persons’ health information exist.
These reasons include fulfilling an individual need (for example, alowing limited
familial access to genetic information) and addressing public health concerns (for
example, initiating communicable disease contact tracing of a deceased persons’ sex
partners). Outside of this, we find only afew legitimate reasons why someone would
need to review another individual’ s confidential health information post-mortem.

Commercial enterprises designed to access a deceased individual’s private information
are suspect. The AMA strongly opposes covered entities commercial gain from
disclosing individually identifiable health information, regardless of the passage of time
after a patient’ s death. Therefore, unless sufficient oversight for commercia accessis put
in place, the AMA must strongly oppose the proposed regulation’s provision of
commercial access two-years after a patient’s death. Such construction contravenes the
spirit of AMA’s Ethical Opinion 5.075, "Confidentiality: Disclosure of Recordsto Data
Collection Companies," which warns physicians that it is violation of confidentiality to
disclose information to commercial interests without authorization by patients.

Though we oppose the proposed regulation’s limited protection; if the Secretary
choosesto keep the arbitrary two-year rule, we would support the Secretary’s
permission for " information holder s [to] choose to keep information for a longer
period” (59950). Werecommend that this per missive language should beincluded
explicitly in the regulation’s language so that physicians may comply with their
ethical obligationsto patients.

We offer the following comment with respect to the proposed regulation’ s note that "[w]e
considered extending the two-year period for genetic and hereditary information, but
were unable to construct criteriafor protecting the possible privacy interests of living
children without creating extensive burden for information holders and hampering health
research” (59951). The AMA believes that genetic health information should be
protected until the living children who may benefit from disclosure reach the age of
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maturity, though it may be appropriate to disclose information sooner if benefit to the
minor would outweigh the harm resulting from disclosure.

Research and similar activities for the benefit of public health or other specified public
good, we believe, could be conducted using de-identified information or under the
supervision of an IRB or similar body. Therefore, in responseto the Secretary’s
solicitation of commentsin thisregard, we offer that the proposed regulation’s
exception for research isunnecessary, and that existing resear ch using deceased
persons individually identifiable health information could proceed under the
requirements of proposed Section 164.510()).

We recognize that there will be many cases in which alegal representative’s
authorization would be difficult, if not impossible, to obtain. In these instances, we
believe that the research involving deceased persons’ individually identifiable health
information, like other research, should be conducted under IRB (or similar body’s)
supervision. Inthisway, at least there would be some degree of assurance that all
reasonabl e steps are taken to protect deceased persons’ and their families' confidentiality.
Such an approach would be consistent with the Secretary’ s recognition that “the privilege
of using individually-identifiable health information for research purposes without
individual authorization requires that the information be use and disclosed under strict
conditions that safeguard individuals' confidentiality” (59967).

A particularly complex problem brought to our attention by the transplant community
arisesin the context of human tissue, fluids, eyes or organs that are donated for
transplantation, but which prove unsuitable for this purpose. Generally, the transplant
community will attempt to coordinate with the research community so that such
donations can at |least be used for research purposes. Thiswould seem to be consistent
with any altruistic intent of the donor or donor’ s family, and the rule should not present
an obstacle to these transfers, particularly when time may be of the essence in preserving
these materials.

Since the donor or donor’ s family must generally consent to any transplant purposes, it
would seem to be aminimal additional obligation to seek consent for research purposes at
the same time, should the material be unsuitable for transplant. Consent would obviate
the need for additional IRB review for confidentiality purposes, since one would expect
that the research project for which the human tissue or organs would be needed would
have already received IRB approval. At the sametime, IRB review would seem to be
inconsistent with the ability to obtain and use such human materials.

In instances where evaluation for transplantation is not an element in the health
information and human materials gathering process, we would expect an IRB review of
research protocols regarding confidentiality of information to follow the requirements set
out in Section 164.510()).

Components Entities
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We approve of the proposed rul€ s construction wher eby entitiesthat provide health
care, even if only in a discrete portion of the entity’s conduct of business, should be
treated as* covered entities’ under therule. Examples might be school health clinics,
on-site employee health services offered by businesses or, the problematic example,
employers who operate self-funded health plans for their employees. Our key concernin
these instances is in assuring that firewalls exist between the health provider function and
al other elements of the entity. We believe the proposed regulation should be
modified to expressy recognize the necessity of such firewalls, particularly asthe
provision might relate to employer-sponsor ed health plans. Currently, whilethis
intent isexpressed in the preamble, itsimplementing languageis not found in the
language of theregulation itself.

While one drawsthe conclusion that employers who are self-funded and those with
ERISA plans are covered entities under the definition of “ health plan” (Section
160.103), clarifying language should beincluded elsewherein theregulation to
remove any ambiguity in construction and to make explicit that they beincluded in
any such definition.

The AMA also recommendsthat Section 164.518(c)(3) be modified to make explicit
that such firewalls must exist when a component entity that would qualify asa
“covered entity” ispart of alarger organization that would not qualify asa* covered
entity.” Employees must have confidence that information garnered for health purposes
will not be used inappropriately by their employer, even though their employers paysin
whole or in part for their health care. It is absolutely essential that the proposed rule
address this widespread fear among individuals and make a strong policy statement
forbidding such practices.

It would be helpful, aswell, to include explanatory paragraphsin the preamble
describing exactly what behaviors would be expected. This should include, for
example, a statement that the firewallsimposed by Section 164.518(c)(3) would preclude
the flow of information between the health care component and the rest of an
organization’s employees or management, without reprisal to either the employee whose
information is at issue or the employee refusing to comply with an improper request for
disclosure.

Individual Authorization. (Section 164.508)

The AMA strongly supportsarequirement for an individual’s authorization for
most uses of hisor her identifiable health information. Thus, we support not only
the standard articulated in Section 164.508 for use and disclosur e of protected
information for any purpose outside the regulation, but would advocate for a
similar requirement for many disclosures and usesfor which the Secretary has
removed such arequirement.

We also support the provision prohibiting covered entities from conditioning the
provision of treatment or payment on theindividual signing an authorization for
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additional uses. The one exception to this prohibition would bein continuing to
permit treatment provided as part of a clinical trial to be conditioned upon
receiving an authorization. The AMA supportsthisexception. We also believethe
provision could betightened by adding a prohibition of financial incentives, such as
premium discounts, that might be used to encour age patientsto sign authorizations.

We believe that variations in the required elements of an authorization, depending on
whether the authorization isinitiated by the individual or by the covered entity, could be
confusing to administer. On itsface, how could one distinguish what party initiated the
authorization, except by inference from the elements contained in it? Given the unitary
model authorization offered in the proposed rule’ s appendix, it would seem less
subject to error to simply require one authorization, with an additional section that
would befilled out if the authorization isinitiated by the covered entity.

While the preamble notes that covered entities and their business partners would be
bound by individual authorizations' limitations, we are unable to find an explicit
provision in the regulation itself that reflects thisintent. Thus, we would recommend
that a provision be added to Section 164.508 that expressy statesthat covered
entitiesand their business partnersmust limit their disclosuresand usesto the
purpose(s) specified by theindividual in the authorization.

It has been suggested by others, and we agree, that covered entities should be
prohibited from seeking consent from patientsfor any marketing disclosures
benefiting a third party. The principle underlying this suggestion is that anyone who
wants to obtain patient consent for marketing should be required to directly interact with
the patient and not use a physician or other covered entity’ s relationship with the patient
to suggest endorsement or approval. Such a prohibition would also decrease any
incentive that covered entities might have to conduct business with such marketers.

Lastly, we strongly object to the provision that would prohibit covered entities from
seeking an authorization for treatment, payment or health care operations (Section
164.508(a)(2)(iv)), and recommend itsremoval. Thisprovision fliesin the face of
medical ethics and directly contradicts the Secretary’ s expressed intent in the preamble.
The preambl e notes that the “uses and disclosures that would be permitted under the
proposed rule would be just that — permissible.” When disclosures are not compelled by
law, physicians would presumably be free to use their professional judgment asto
whether to allow adisclosure. Indeed, the preamble continues, “[W]e propose these rules
asabasic set of legal controls, but ethics and professional practice may dictate more
guarded disclosure policies.” (p. 59926) Y et the section at issue proposes to prohibit
physicians “from seeking individual authorization for uses and disclosures for treatment,
payment and health care operations unless required by State or other applicable law.”

We find the expressed intent of the proposed rule and its actual application to be
incompatible, here, asin many instances.

Uses and disclosur es per mitted without individual authorization.(Section 164.510).
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Public Health (Section 164.510(b)).

This proposed rule states: "[w]e propose to permit covered entities to disclose protected
health information without individual authorization to public health authorities carrying
out public health activities authorized by law, to non-governmental entities authorized by
law to carry out public health activities, and to persons who may be at risk of contracting
or spreading adisease.” [p. 59955]

The AMA has along history of supporting approprigie public health reporting by
physiciansin support of public health surveillance.”"The AMA recognizes that
physicians have an obligation to be aware of and comply with laws that pertain to
participation in public health surveillance programs, and that physicians can be reassured
by the level of vigilance to patient confidentiality that is characteristic of the vast
majority of public health departments. Moreover, AMA policy recognizes that disclosure
of personally identifiable health information to public health physicians and departments
is appropriate "for the purpose of addressing public health emergencies or to comply with
laws regarding public health reporting for the purpose of disease surveillance.”

However, AMA policy also unequivocally states that "when breaches of confidentiality
are compelled for reasons of public health and safety, those breaches [must] be as narrow
in scope and content as possible, must contain the least identifiable and sensitive
information possible, and must be disclosed to the fewest possible to achieve the
necessary end." Thus, while the AMA strongly supports a vigorous public health system,
we nevertheless believe that certain boundaries are compelled by respect for individual
privacy.

Befor e personally identifiable health information is disclosed to public health
authoritiesor their agents, or to personsat risk of contracting or spreading a
disease, a har m-benefit analysis should be performed to ensurethat the personally
identifiable health information isin fact necessary. Not every disease poses arisk of
significant magnitude to a third party or the public health to warrant disclosure.
Moreover, de-identified data should be used whenever possible.

The preservation of the patient-physician is paramount and is the underlying rationale for
such safeguards. "Physicians in administrative and other non-clinical roles must put the
needs of patientsfirst. At least since the time of Hippocrates, physicians have cultivated
the trust of their patients by placing patient welfare before al other concerns. The ethical
obligations of physicians are not suspended when a physician assumes a position that
does not directly involve patient care." Policy H-140.956 (AMA Policy Compendium)

Regarding epidemiologic research on public health and problems, the AMA recognizes
the need to guard against unduly restrictive barriers to patient records that would impede
or prevent access to data needed for public health research. However, such research
should be guided by the same principles for, and safeguards on, privacy and

" AMA Policies H-10.982, H-10.984, H-20.941, H-20.963, H-30.967, H-60.956, H-85.970, H-
440.938, H-440.968, H-515.969, H-440.995, H-515.971, E-5.057)
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confidentiality that apply to all other medical research. These breachesin confidentiality
for apublic health purpose are no different from any other breach of a patient's
confidentiality that benefits others beside the patient. Therefore, those breaches should
be as narrow in scope and content as possible, should contain the least identifiable and
sensitive information possible, and should be disclosed to the fewest possible to achieve
the necessary end.

Public health physicians and departments conducting resear ch should adhereto the
following procedures discussed above and repeated herefor emphasis. where
possible, valid consent should be obtained before personally identifiable health
information isused for any purpose. However, in those situations wher e specific
valid consent isnot practical or possible, either (a) the information should have
identifying information stripped from it or (b) an objective, publicly accountable
entity must determinethat patient consent isnot required after weighing therisks
and benefits of the proposed use. Re-identification of personal health information
should only occur with patient consent or with the approval of an objective, publicly
accountable entity. In the case of real or potential public health threats (e.g.,
outbreaks of communicable disease), practicing physicians must consult with their
public health colleaguesto treat diagnosed disease and engage in medically
appropriate disease prevention.

Headth Oversight (Section 164.510(c)).

The AMA agrees generally that oversight activities are critical to support national
priorities; however, we believe that a magjority of these activities could be conducted in a
manner that is less intrusive and more sensitive to the need to protect confidential patient
information. While the preamble acknowledges that certain oversight activities can
be conducted without individually identifiable infor mation (with either de-identified
or aggregate information), thereisno provision in theregulation to encour age such
de-identification.

The preambl e recognizes some of the goals of public agencies’ oversight activitiesin the
health care system: “to monitor the fiscal and programmatic integrity of health programs
and of government benefit programs; to ensure that payments or other benefits of these
programs are being provided properly; to safeguard health care quality; to monitor the
safety and efficacy of medical products; and to ensure compliance with statutes,
regulations and other administrative requirements applicable to public programs and to
health care delivery.” (p. 559957)

Werecommend that if identifiable information isused, it should be accompanied by
alimitation on further uses or access by other entities. Our chief concern hereis that
access by health oversight agencies does not become a backdoor for law enforcement
access. When does programmatic and fiscal oversight evolve into investigation? The
line appears to be ailmost deliberately blurred between oversight activities and law
enforcement activities and, in fact, the preamble states that “[a] gencies that conduct both
oversight and law enforcement activities would be subject to this provision when
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conducting oversight activities.” (p. 59958) Y et the definition of *“health oversight
agency” includes many functions that overlap significantly with the definition of “law
enforcement” and the activities described respectively.

The proposed rule does not offer any additional administrative or judicial process prior to
disclosure for health oversight purposes that evolve into law enforcement actions. At a
minimum, therule should contain a provision that precludesinformation garnered
through health oversight activitiesto be used against the individual in any action
unrelated to the oversight purpose. People must be assured that the government is not
engaged in “fishing expeditions,” rummaging through intimate records without cause,
looking for wrongdoers. Such unfettered accessis reminiscent of law enforcement’s
warrantless search of homesin violation of the Fourth Amendment. Asamatter of public
policy, the Secretary should make it clear in this rule that such impermissible intrusions
would not be tolerated.

Judicial and Administrative Proceedings (Section 164.510(d)).

Under this rule, disclosure would be permitted for purposes of judicia or administrative
proceedingsif the request is made pursuant to an order by a court or administrative
tribunal. A court order would not be required if the protected health information
requested related to a party to the proceeding whose health is placed at issue, or if the
disclosure would be otherwise permitted under the proposed rule. Whilethe AMA
supportsthe general provisions of this section, we recommend strengthening the
language to increase objectivity and to limit subsequent unauthorized use and re-
disclosure.

An order by acourt or administrative law judge provides some opportunity for an
objective screening mechanism to balance the interests at stake in the proceeding. We
believe this objective screen should be uniformly imposed and object to theinclusion
of amerelawyer’sletter —without benefit of a court order —as an acceptable
“certification” that information isneeded and relevant.

The court order should establish that the information sought is necessary to the inquiry;
that the needs of the requester cannot be satisfied by non-identifiable health information
or by any other information; and that the need for the information outweighs the privacy
interest of the individual to whom the information pertains. Subsequent uses and re-
disclosures could be explicitly limited by adding a provision to the proposed rule that
would require court or administrative ordersto certify the following:

» the nature and scope of the information to be disclosed, with as much specificity and
as narrowly tailored as possible;

» whoisauthorized to access such information (including a prohibition on subsequent
disclosures to unauthorized individuals or entities); and

» that theinformation at issue is subject to court protection, including imposition of
appropriate security measures.
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In addition, the court or administrative panel should be empowered to impose any
additional protectionsit believesis necessary to protect the confidentiality of information
disclosed toit.

Further, the individual who is the subject of the record at issue must have an opportunity
to know that his or her record has been requested for ajudicia or administrative
proceeding and should have the opportunity to object or limit the scope of the disclosure.
We recommend that the proposed rule include some notice requirement to the
individual who isthe subject of therecord, concurrent with therequest made of the
record-holder for disclosure.

Law Enforcement (Section 164.510(f))

The proposed rule permits disclosure of information without authorization from an
individual if the request is made pursuant to awarrant, subpoena or order issued by a
judicial officer. The AMA appreciates the Secretary’ s strengthening of these provisions
from her original recommendations to the Congressin 1997. However, we believe that
the proposed ruleis still fundamentally lacking, in that it fails to require independent
judicial review for all requests for disclosure of protected health information to law
enforcement officers.

Aslong as the rule retains any kind of process whereby law enforcement can obtain
medical records without objective judicial review, it encourages — even if unintentionally
— law enforcement to use this processin order to avoid more protective regquirements.
Werecommend the deletion of the provision that would allow disclosure on the
basis of an administrative subpoena or summons, civil investigative demand or any
other instrument without independent judicial review.

The AMA believes strongly that the requesting law enforcement entity should be allowed
access to medical records only through a court order. Our position is that a strong legal
standard, accompanied by a set of parameters on need and use, is essential to protecting
not only personal medical information, but the confidence of citizens in their government.

This court order for disclosure should be granted only if the law enforcement entity has
shown, by clear and convincing evidence, that (1) the information sought is necessary to
alegitimate law enforcement inquiry; (2) that the needs of the law enforcement authority
cannot be satisfied by non-identifiable health information or by any other information;
and (3) that the law enforcement need for the information outweighs the privacy interest
of the individual to whom the information pertains. The court order or administrative
order should explicitly state

» the nature and scope of the information to be disclosed, with as much specificity and
as narrowly tailored as possible;

» whoisauthorized to access such information (including a prohibition on subsequent
disclosures to unauthorized individuals or entities); and
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» that theinformation at issueis subject to court protection, including imposition of
strict security measures.

In addition, the court or administrative panel should be empowered to impose any
additional protectionsit believesis necessary to protect the confidentiality of information
disclosed toit.

Thisisnot an abstract concern. Physicians and their patients have repeatedly experienced
the intrusion of law enforcement into patients' personal medical information when no
need for identifiable information is established and no protections are provided. The
unfortunate result is less — rather than greater — confidence in the law enforcement and
judicial systems of this country.

Some government entities display the unfortunate tendency to consider patients’ rights of
confidentiality and privacy aluxury one may jettison randomly and without consequence.
Thereis every possibility that such disregard for individual rights could increase under
the proposed regulation in its current form, asit provides virtually unlimited access by
investigators to medical records and fails to incorporate any protection for patients, even
when patients are not the subjects of the investigation.

Asthe Secretary notesin the preamble, “if a misperception were to develop that law
enforcement had instant and pervasive access to medical records, the goals of this
proposed regulation could be undermined.” (59961)

The AMA also has specific concerns regarding Section 164.510(f)(3), addressing
“Information about a victim of crime or abuse,” which we believe istoo permissive. We
believe that the provision does not adequately consider the needs and rights of the
individual who isthe victim of the crime. A breach of confidentiality of avictim's
medical information has the potential to cause additional harm to the victim. Physicians
face an uneasy quandary: for mentally competent adult victims of abuse, physicians are
ethically obliged to not disclose an abuse diagnosis to spouses or other third parties
without the consent of the patient.®L¥ et, physicians are also obliged to comply with
reporting laws and, by doing so can help to set in motion further protection of the patient
by law enforcement, social services and others. Generally, however, we support the
principle of requiring a competent adult victim’s consent before disclosing his or her
identifiable information, and believe it should be adopted here. Asthe preamble
suggests, many other sections of the proposed rule, as well as existing laws and even the
consent of the victim, provide avenues to help identify those guilty of abusing or harming
others; we should not create a mandatory disclosure requirement that has the potential of
further victimizing crime victims.

Governmental Health Data Systems. (Section 164.510(q))

The AMA strongly objects to the troubling premise seemingly underlying the entire
proposed rule, and particularly evident here, that government oversight of the efficiency

8 AMA Ethical Opinion 2.02, "Abuse of Spouse, Children, Elderly Persons, and Others at Risk”
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and effectiveness of the health care “system” is somehow a more compelling national
priority than protecting individual citizens' right to privacy. We cannot agree with
reasoning wherein the federal government appears to value even margina increments of
administrative efficiency over the basic rights of individuals to protect the privacy of
their own health information.

The preambl e to the proposed rule notes that governments “ use information to analyze
health care outcomes, quality, costs and patterns of utilization, effects of public policies,
changes in the health care delivery system, and related trends.” The AMA seesno
reason why these resear ch and policy analysis purposes could not be fulfilled using
de-identified individual or aggregate information. Further, if the government
believesit requiresindividually identifiable health information for its particular
purpose, it should berequired to obtain the individual’s consent for such disclosure
and use, or to justify the value of the proposed project and the reasons why
obtaining consent isimpracticable or impossible. In theselatter cases, an
independent, publicly accountable balancing mechanism should bein placeto
evaluate the proposed need with the potential for harm to theindividual and the
security measuresin placeto preclude further dissemination of individuals
information.

Amplifying this problem of government’s apparent sense of entitlement to this
information, the preemption provisions of the proposed regulation would permit the
Secretary to impose the lower federal standard on a State that has created its own higher
standard regarding the government’ s ability to accessits citizen’s most private medical
information. Thisisthe plain result of Section 160.203(a)(iv), which allows such
Secretarial discretion “for purposes related to improving the Medicare program, the
Medicaid program, or the efficiency and effectiveness of the health care system;”
(emphasis added).

A recent example in the State of Wisconsin isinstructive. 1n 1997, Wisconsin passed a
data collection bill designed to collect individually identifiable patient information about
every patient encounter, with the goal of being able to analyze and reduce healthcare
costs and improve quality of care. Subsequently, the State Medical Society of Wisconsin
undertook a public education campaign that revealed citizens' fears that, oncein the
hands of any governmental unit, there would be no way to guarantee that individuals
private health information would be safe from access by employers, marketers or others.
The Wisconsin legislature heard resoundingly from their constituents one clear theme:
patients do not want the State to have their private, confidential and identifiable medical
information without their consent. The law was subsequently amended to prevent the
State from obtaining identifiable information without consent.

Directory Information (Section 164.510(h))

The proposed rule would permit covered entities to disclose information for purposes of a
facility directory if an individual consents to such disclosure. The preamble suggests that
in the case of an individual who isincapacitated and who has not expressed a preference

-33-



in thisregard, the covered entity could look to either alegally recognized surrogate or
could decide itself, consistent with good medical practice.

The AMA believesthat the proposed rule addr esses the chief concernsregarding
availability of directory information and particularly commendsthe Secretary for
recognizing theimportance of consent in releasing even the most perfunctory
information about an individual in a facility. If theindividual is unable to make his or
her wishes known, a surrogate “ steps into the shoes” of the patient to decide what may be
in the patient’ s best interest. Thisisentirely consistent with the AMA’s approach to
consent for disclosures.

Banking and Payment Processes (Section 164.510(i)).

The proposed rule would allow covered entities to disclose protected health information
to financial institutions, or entities acting for financial institutions, if necessary for
processing payments for health care and health care premiums. Limiting the amount of
information that financial institutions may receive to conduct the limited list of purposes
set out in HIPAA isagood first step in controlling the flow of identifiable data. We also
commend the prohibition against including any diagnostic or treatment information in
data transmitted to financia ingtitutions, as described in the preamble. It is not enough,
however.

As stated previously, the AMA is very concerned with the limited jurisdiction of this
proposed rule under HIPAA because it only appliesto health care providers, health plans
and health care clearinghouses. We recognize that financial institutions are not within the
scope of thisregulation, and that we must turn to Congress for meaningful restrictions on
financia institutions uses and re-disclosures of individually identifiable health
information. The need for Congressional action is particularly imperative in the wake of
the recent signing of the Financial Services Modernization Act, which removes the
barriers that formerly precluded affiliated financial services entities from sharing
information, including protected health information.

The AMA believesthat financial institutions should be subject to compliance with
the provisions and the penalties for a knowing misuse of individually identifiable
health information. Furthermore, individually identifiable health infor mation and
associated data should only be used to facilitate legitimate administrative and
financial transactions as envisioned by theregulation and must not be used by either
health plans, clearinghouses, other organizationsor related commercial entitiesfor
marketing or other usesthat could threaten the privacy of an individual or a
physician.

We particularly object to theinclusion of bill collections among the functions
permitted by entities acting on behalf of financial institutions, for which no privacy
protectionswould attach. If the Secretary retainsthe”businesspartners’
provisions of therule, bill collection businesses should be considered “business
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partners’ under the proposed rule and subject to the contract provisonsrequiring
confidentiality of protected health infor mation.

Research (Section 164.510())).

The AMA strongly supportsthe extension of the Common Ruleto all entities
conducting human subject resear ch, regardless of their federal nexus, and applauds
the Secretary’seffortsin thisimportant area. The weaknessin this Section, asin
much of the proposed rule, is the statutory limitation on the Secretary’ s authority under
HIPAA to regulate researchers, unless those researchers are also acting as physicians or
providers, asinaclinical trial. Thus, the provisions are targeted to physicians, providers
and plans that use and disclose such information.

We believe that, as a general rule, an individual’s consent should be obtained before
personally identifiable health information is used for research purposes. We also
recognize that it is not always possible or practical to obtain individual consent. In such
cases, two alternatives are acceptable: the information should be de-identified, with
safeguards in place to prevent re-identification by unauthorized individuals, or awaiver
of consent must be obtained from an objective and publicly accountable oversight body,
such as an Ingtitutional Review Board (IRB).

The proposed rule generally fits these guidelines and permits covered entities to use and
disclose protected health information for research without authorization, provided that the
research has been reviewed by an Institutional Review Board (IRB) or equivalent body.
The AMA is pleased that the Secretary has taken this approach and would like to suggest
further refinements to the Research provisions of the proposed rule.

In the quarter century they have existed, IRBs have transformed the conduct of research
involving human subjects. It is estimated that there are between 3,000 and 5,000 IRBs in
the United States. Of these, approximately 1200 States are currently under public
oversight; the reaming IRBs are private. While the majority of IRBs are associated with
ahospital, university or other research institution, IRBs also exist in managed care
organizations, government agencies, and independent for-profit entities contracting with
organizations that conduct research.

Despite weaknesses that have been identified in recent years regarding their inability to
keep up with their increasing workloads, IRBs have generally performed satisfactorily in
protecting human research subjects. Confidentiality, however, is not amajor focus of the
Common Rule or IRB review. In recent testimony given to the U.S. Senate Committee
on Health, Education, Labor and Pensions, the GAO concluded that “the process of IRB
review does not ensure the confidentiality of medical records used in research — primarily
because the provisions of the Common Rule related to confidentiality are limited.” ]

9 “Medical Records Privacy: Access Needed for Health Research, but Oversight of Privacy
Protectionsis Limited,” GAO/T-HEHS-99-70, February 24, 1999.
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We are therefore pleased to note the proposed additions to the Common Rule that would
better address the protection of individually identifiable information. We find the criteria
in Section 164.510(j)(2)(iii), including standards from the Common Rule augmented by
four additional standards, to be a reasonable approach to evaluating any research
protocol. We do not believe these criteria are overly burdensome, nor do we expect that
they will impede legitimate research. AMA policy recognizes that, while strong
protections are necessary, they should not be so burdensome as to hinder important
research or create unduly restrictive barriers for these legitimate activities. The burden
under the Secretary’ s proposed rule, would weigh most heavily — as it should — on those
researchers who cannot provide adequate privacy protections and who should not be
provided access to sensitive information in the first place. Thus, the standard would
prove to have served its purpose in screening out illegitimate or ill-conceived projects
and in obliging researchers to protect their subjects’ privacy.

The AMA would suggest adding further qualifications that would need to be
documented by an IRB or privacy board:

* that the health researcher hasfully disclosed which of the protected
health information to be collected or created would belinked to other
protected health information, and that appropriate safeguards be
employed to protect information against re-identification or subsequent
unauthorized linkages; and

» that the health researcher has presented adequate assurancesthat none of
the data containing protected health infor mation will be given, loaned,
sold, disseminated, or otherwise disclosed to other parties.

We agree with the Secretary’ s conclusion that the nexus of federal fundingisirrelevant in
deciding the question of whether human research subjects should be protected. Asa
matter of public policy, individuals should be protected if they or their information are
the subject of health-related research. The source of the funding should not result in
different levels of protection.

The proposed rule seeks to correct the current lack of a clear requirement or mechanism
for IRB scrutiny of research proposals that fall outside the scope of the Common Rule.
Quality assurance and quality improvement projects, marketing initiatives, disease
management programs, and accreditation processes are afew of the uses of personally
identifiable health information that do not currently require IRB oversight. Moreover,
some organi zations use personally identifiable health information to conduct certain
activities that they do not define as “research activities,” and thus are not submitted for
IRB review. Severa managed care organizations, for example, have informed the GAO
that they do not define records-based quality improvement activities as research, so these
projects are not submitted for IRB review.

The Secretary’ s request for comments on how to distinguish between health care
operations and research, particularly health services research, highlightsthis gray area. It
isthis very inability to capture the distinction that helps make the AMA'’s case why
patient consent, or some method to substitute for patient consent when consent is

-36-



impossible or impracticable, should be the guiding rule for using any individually
identifiable health information.

The diversity of proposed usesillustrates the inherent difficulty in addressing these
evolving functions within any static legislative or regulatory definition. It also suggests
the implausibility of reaching consensus on which functions are appropriate and which
are not. Health care systems must be dynamic and flexible to compete in today’s
economy. It would be foolhardy to expect that the current list of uses for health
information will remain static. The Secretary notes this when she states that “the health
care industry is changing and that these categories [of “health care operations’], though
broad, may need to be modified to reflect different conditionsin the future.” (P. 59934)
Why not create a system that accepts this fact and builds in enough flexibility, while
continuing to place patients' rights to control their information in a preeminent role.

The AMA believes the question should be re-framed and that it is unnecessary for a
single federal law to create an immutable, one-size-fits-all scheme. We recommend
application of the controlling ruleiterated previously: valid consent should be
obtained befor e personally identifiable health information isused for any purpose.
For those many functionsor circumstancesfor which patient consent isnot feasible,
the information would either haveto be de-identified to be used, or the decision
regarding its use without patient consent would be made by an objective, publicly-
accountable processthat weighstherisks against the benefits of the proposed use.

The AMA believesthat: research projectsthat fall outside the purview of an IRB
process, as well as operational uses of personally identifiable health information,
should be subject to review by privacy boards, as described by the Secretary, and
should be held to the same standards that apply to Institutional Review Boar ds.

Such an approach honors the rights of the individual and the primacy of patient consent,
in amanner consistent with AMA policy. It also creates an incentive to de-identify
health information at the earliest possible opportunity, which is also consistent with
AMA policy. Finaly, it recognizesthe reality that many circumstances exist in which it
isnot practical or possible to seek patient consent, nor is “de-identification” aviable
option. Instead of abdicating responsibility for patients at this point, it would require an
accountable entity to act on behalf of patients to evaluate the need for identifiable
information and to weigh the proposed patient protections against the potential risk to
patients.

One cannot get patient consent every time for every use or disclosure, but that does not
obviate the responsibility to represent patients' interests in some manner when deciding
whether, and with what protections, personally identifiable health information will be
shared. The approach is consistent with AMA policy that cautions against creating
unduly restrictive barriersto patient information for legitimate uses and creates a
mechanism for those seeking medical records to establish their legitimacy. In short, it
creates accountability.
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Many parties strongly argue that patient consent is either unnecessary for personally
identifiable health information to be used for these functions, or that such consent should
be a condition of plan enroliment or facility admission. However, AMA policy explicitly
states that “[e]mployers and insurers should be barred from unconsented access to
identifiable medical information” and that “[a] patient’s ability to join or aphysician’s
participation in an insurance plan should not k;gontingent on signing a broad and
indefinite consent for release and disclosure.” ™ We vigorously support the provision of
the proposed rule that embraces this principle.

Those who argue against such arule cite concern that obtaining such consent or,
alternately, evaluating the disclosure and use for each category for which identifiable
information is sought would be an insurmountable obstacle. However, the AMA has
concluded that this argument isinvalid. For most management or administrative
functions for which a plan or provider would use personally identifiable health
information, its evaluation of (1) the practicality of obtaining consent, (2) the feasibility
of “de-identifying” information, and (3) the relative weight of risk versus benefit would
be directed toward the use of alarge number or category of records, not each individua
patient record.

The National Committee for Quality Assurance (NCQA) has also proposed in its
“Accreditation 2000: Draft Standards for Managed Care Organizations and Managed
Behavioral Healthcare Organization” that “ managed care organizations [designate] an
internal committee to create and review confidentiality policies and to review practices
regarding the collection, use, and disclosure of medical information.”

Some organi zations use personally identifiable health information for purposes outside
the scope of the current Common Rule, but voluntarily apply similar standards to their
decision-making about such uses. The AMA’s Task Force of Privacy and Confidentiality
heard persuasive, detailed testimony from a prominent multi-site health plan affiliated
with one of the country’s largest and most prestigious academic medical centers that
currently employs just such aprocess. Operational and management functions of this
plan are reviewed by an internal confidentiality committee, whose task it is to decide
whether identifiable information is needed for the project or function and, if personally
identifiable health information is required, to impose and enforce the guidelines by which
itisobtained and used. Similarly, information received by the Task Force from a
pharmaceutical research and manufacturing company described their internal patient
protection review mechanisms that extend beyond Common Rule-enforced requirements.
Their responsible officer is subject to corporate accountability and potential liability
exposure for decisions that harm individuals.

On the other hand, our AMA Task Force also heard troubling testimony that some
ingtitutions and investigators avoid IRB review for outcomes studies or utilization review
by calling these functions something other than research. Further, when the research
guestions are proprietary and are not intended to contribute to generalizable knowledge,
the use of personally identifiable health information generally occurs outside of the

10 AMA Policy H-315-983, “ Patient Privacy and Confidentiality.”
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purview of human subjects protection mechanisms. Submitting al analyses that use
personally identifiable health information to either an IRB or a similar body would
replace the focus where it belongs, on the patient and the responsible use of hisor her
personal medical information.

The Privacy Board Concept: The AMA has developed a model similar to what the
Secretary terms “ privacy boards’ in the proposed rule; we refer to our model as
Confidentiality Assurance Boards (CABs). Aswe envision it, the CAB or privacy board
as abody could exist either within or outside the entity seeking to use personally-
identifiable health information. Some organizations may wish to create an oversight
body to fill the explicit role of the board. Other organizations may already have Medical
Records or Patient Privacy Committees to which they could delegate the purpose and
functions of the CAB or privacy board. AnIRB or CAB situated within an entity would
have to demonstrate its objectivity through adherence to consensually derived standards
(e.g., that acommunity member serve on the body).

Other entities may find the formation of an explicit, dedicated CAB or privacy board
infeasible. For example, physiciansin small group or solo practices may not have a
significant use for personally identifiable health information outside the treatment and
payment context or may have insufficient resources to create aformal, accountable
oversight mechanism. In these situations, the small group or solo practitioners may wish
to join with others to create a shared CAB or privacy board, perhaps under the auspices
of the state or county medical societies. Another option might be to formally adopt and
utilize standard policies that are developed nationally, locally, or by a health care delivery
organization to which the practice belongs. Finally, small practices could naturally fall
back on their existing responsibility to obtain patient consent for specific uses and
disclosures of patient information that were not anticipated in the original treatment plan
or payment context.

Confidentiality protectionsin a small community may require a different strategy than
those required for a multi-state study with a massive enrollment. Placing responsibility
with local review bodies, such as IRBs or privacy boards, alows flexibility to take into
consideration special local concerns that affect decisions regarding how best to protect
individuals' privacy.

A final benefit is that the approach builds on existing structures and mechanisms, without
creating a new intrusive federal bureaucracy. Implementation may require a modest
financial cost, and while the AMA is concerned about cumulative costs of implementing
this proposed rulein its totality, we do not believe the cost of the privacy board policy is
an insurmountable problem. Even more than the financial investment, establishment of a
privacy board/CAB approach will require education, time, and institutional commitment.
Institutions and physicians must recognize that the cost of not doing it right is not doing it
at all.

The question of how to assure accountability and objectivity in the functioning of a
privacy board or CAB requires careful evaluation. The suggestion of a new federa
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bureaucracy to oversee these activities is cumbersome and undesirable. On the other
hand, the Office for the Protection from Research Risks (OPRR), within the National
Institutes of Health, does not currently have the capacity or resources to take on such an
oversight function. Public access, audit requirements, and serious treatment of egregious
offenses must be possible while avoiding the imposition of an intrusive federal regulatory
superstructure. Whilethisisnot the perfect solution, the AMA would recommend
that the Secretary of HHS, in consultation with appropriate stakeholders (including
the AMA), conduct a study after thefinal rule hasbeen in effect for a year toreview
the efficacy of therecommended IRB-CAB approach. Through this mechanism any
discovered weaknesses or unanticipated problems could be addressed promptly and in a
targeted fashion.

The proposed rule omits any requirement for the location or sponsorship of the IRB or
privacy board. We remain somewhat uneasy as to how this omission might affect the
objectivity of a privacy board situated within a corporate entity, making privacy decisions
on behalf of that entity. We are reassured to some degree, however, by the board’'s
membership requirements under the proposed rule that would prohibit review by
members with a conflict of interest with respect to a particular research protocol and
would include at least one person not affiliated with the institution doing the research.
These elements create an expectation of both objectivity and accountability that is
necessary for public confidence in health research.

A parallel effort must be undertaken by HHS to addressthe deficits that have been
identified in the current IRB system. The AMA would support an effort totrain
IRB chairs, co-chairsand membersin privacy principlesand practices. We also
encour age medical schools, teaching institutions and other entitiesthat conduct
medical research to assurethat their IRBs are afforded adequate personnel and
other resourcesto accomplish their mission to safeguard therightsand welfar e of
human resear ch subjects.

Emergency Circumstances (Section 164.510(k))

We support the proposed rule’s Section 164.510(k), which “ propose[s] to per mit
covered entitiesto use or disclose protected health information in emergencies,
consistent with applicable law and standards of ethical conduct, based on a
reasonable belief that the use or disclosureisnecessary to prevent or lessen a serious
and imminent threat to the health or safety of any person or the public” [59971].
Here, it is permissible to disclose protected health information even if seeking
authorization is not timely or possible. We are pleased to note the Secretary’ s reference
to ethical standardsin this provision and her specific reference to the AMA’ s Ethical
Opinion on Confidentiality.

Next-of-kin (Section 164.510(1)).

The proposed rulein this section requires providersto gain explicit consent from
competent individuals befor e disclosing protected health information to next-of-kin
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or other family members. Thisstanceisconsistent with AMA ethical opinionson
genetic testing results, informed consent, and confidentiality in general. We
appreciate the Secretary’ s additional criteriathat physicians' and providers' actions be
“consistent with good professional health practice and ethics.”

This recognition of physicians professional and ethical standardsin this and the previous
Section of the proposed rule are important, and the AMA believes that these standards
should likewise qualify many other provisions of the proposed rule. While imposition of
rules and practices to protect patient confidentiality may be a new concept to some health
plans and health data clearinghouses, physicians have been held to an oath for centuries
to keep their patients' information confidential. Physicians' ethical obligations are
generally reflected in State licensure laws, aswell. We believe that the proposed rule
should refer to the ethical parameters that Medicine has imposed on its own practitioners
as ameasure of physician compliance and not attempt to superimpose federal rules over
physicians existing ethical and legal obligations.

Rights of individuals.

The AMA supports the rights of individual to access their medical records, subject to
limited exceptions, which is the approach adopted by the Secretary. We believe that the
physical record and notes made in treating the patient belong to the physician; however,
the information contained in the record is the patient’s. Thus, certain rights should attach
for both the patient and the physician.

The Secretary requests comments on whether health data clearinghouses should be
subject to all the provisions of the Individual Rights section of the proposed rule. Aside
from the responsibility to account for disclosures beyond those for purposes of treatment,
payment of health care operations, the clearinghouses would be exempted from the rule’s
requirements, except as it might apply to them as “business partners’ of a covered entity.
We have commented elsewhere that it is confusing and unhelpful to permit covered
entities to also characterize themselves as “business partners’ under the rule; however, it
may be unavoidable in thisiteration of therule. At a minimum, clearinghouses should
berequired to establish notices of information practicesto be made available upon
request; and to accounting for disclosures upon request (asthe proposed rule now
would have them do).

Notice of Information Practices. (164.512)

We believe that health data clearinghouses should be, at a minimum, required to
develop awritten notice of information practices and makeit available upon
request. While clearinghouses do not have the personal relationship with individuals
that providers or even health plans do, they nevertheless use and disclose protected health
information and have an obligation to the individual based on that activity.

The Secretary requests comments on the benefits and burdens of requiring a signed
acknowledgement that an individual has received the physician’s, provider’s or plan’s
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written notice of information practices. We believe that a signed acknowledgement has
several benefits. It alerts the patient that the notice they are signing contains important
information and opens the door for discussion with a physician, provider or plan about its
privacy practices. It may also be agood risk management practice for covered entities.
However, the administrative burden of requiring such an acknowledgement must be
considered, as well.

If arequirement for a signed acknowledgement isto be considered, we must also contrast
it to the value of a proper consent form. The proposed rul€e’ s adoption of a patient’ s right
to notice of the information practices of covered providers and plans will assist patientsin
understanding how their information will be used and disclosed. However, it does not
provide patients the control over their information that isimplied in the doctrine of
confidentiality. AMA policy requires that confidentiality be protected and only allows
the disclosure of information with a patient’ s authorization or when an objective analysis
concludes that the benefits of disclosure outweigh risks to patients' privacy. The process
of obtaining consent carries with it an expectation that a patient is informed of the
practices of a provider or plan and provides the patient with achoice. A mere
notification of the practices does not rise to this level of respecting the autonomy of the
patient.

Furthermore, requiring patients to sign such a notification would give it the appearance of
an agreement between the patient and the provider or plan. In fact, individuals would
have no control over the terms of the practices. Therefore, while we believe notification
isimportant, we do not believe it constitutes an adequate substitute to authorization to
specific uses or disclosures. The administrative burden of requiring a signed notification
does not seem to be significantly different from that which might result from requiring a
signed consent.

The Secretary has requested comment on the level of detail that such a notice might be
required to provide. The level of detail that to be included in describing uses and
disclosures for health care operations should be adequate to alert the patient to the
multiple categories for which their information is being used. Patients generally enter a
physician’s office or ahospital believing that the information they provideis going to
their individual care and benefit. Activitiesthat use individuals' information for the
benefit of a population or group should be explained with some more specificity. Thisis
particularly true since the accounting for disclosures provision would not include
accounting for disclosures made for treatment, payment and health care operations. We
would recommend against a uniform model notice, however, in that it could never
capture the varying practices of covered entities and would not seem to be a significant
improvement over today’ s blanket consent forms.

We strongly oppose the suggestion that added notice format specifications, beyond
those already provided in the proposed rule, might berequired. The Secretary
repeatedly refers to the virtue of “scalability” in the proposed rule, to take into account
the varying levels of sophistication of a physician’s practice. We would urge her to
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continue to demonstrate this restraint in not micro-managing the administrative affairs of
apractice, including the formatting specifications of patient communications.

Access for Inspection and Copying (Section 164.514).

The AMA concurs with the Secretary’ s general approach allowing patient’ s access to
thelir records, with very limited exceptions. The ability for patients to access their health
records for inspection and copying enhances the openness and foundation of trust that
characterizes the patient-physician relationship. AMA Policy explicitly states that “a
patient should have access to the information in his or her health record, except for that
information which, in the opi nEEIof the health care professional, would cause harm to
the patient or to other people.”

As noted previously, the new concept of “designated record set “ has the potential to be
quite confusing. What records would thisinvolve? The proposed rule should not
narrowly limit the character of protected health information one may access about one’'s
self. However, we believe that most instances in which an individual is requesting access
would be for a specific purpose that could be narrowed to ease the administrative burden
of the covered entity and the confusion of large amounts of irrelevant information for the
individual. In some instances, a summary of pertinent information may be more helpful
for the patient’ s purpose than, say, a series of indecipherable billing codes, in which case
the proposed rule should provide the authority for physicians to supply portions of a
record or record summariesin lieu of afull copy of the records. Obvioudly, there are
instances where this could be unacceptable, asin litigation discovery requests, so therule
should be permissive rather than obligatory.

Regarding individuals accessto records that may be stored off-site from the facility from
which they are requested (for example, if the business partner holds custody of the
records), we believe additional time may be needed for retrieval and recommend that the
time limit be modified to permit an additional 30 days in these circumstances. The
Secretary has requested comment as to whether a requirement for covered entities to
acknowledge requests from individuals would be too burdensome. We believe that it
would be too burdensome for smaller entities in particular and agree with the Secretary
that covered entities may, but should not be required, to provide such acknowledgments.

We are pleased to note that the proposed rule would permit physicians and covered
entities to charge a reasonabl e cost-based fee for copying health information provided
pursuant to this Section. AMA’s Code of Ethics permits such a reasonable fee and we
believeit isafair approach to bearing the cost for this service.

We approve of the permissive element attached to the grounds for denial, incorporating
the exercise of reasonable professional judgment in deciding whether or not to deny
access to al or aportion of a patient’s record. We would recommend a change to Section
164.514(b)(i), so that situations in which a physician may deny access also include those

1 AMA Policy H-140.989 “Informed Consent and Decision-Making in Health Care.”
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in which access might be reasonably likely to cause psychological or mental harm, as
well as endangering the life or physical safety of an individual.

The exception in Section 164.514(b)(iv), regarding accessto clinical trial records should
be modified so that access can only be denied if the individual waives his or her right to
access as part of the consent process and the clinical trial isin progress (currently in the
proposed rule) and the patient’ s access to their individual information has the potential to
compromise the integrity of the clinical trial. Given that some clinical trials last for
years, and that many trial participants drop out, we believe there should be some way for
participants to access their records in these cases, aslong as their access does not destroy
the integrity of the protocol.

Accounting of Disclosures (Section 164.515).

The AMA supportsthe construction of therule that would not requirethat
“disclosurelogs’ beindependently maintained, but that would require a covered
entity to be able to provide an accounting of disclosures upon request of an
individual. It isimportant that individuals know where their medical information is
going; however, this must be balanced with the potential administrative burden of
requiring an accounting of all disclosures when it is anticipated that relatively few
individuals will seek such accounting. We believe the Secretary has generally struck this
bal ance successfully.

The Secretary solicits comments on whether a specific limit should be put on how far
back in time that the covered entity must be able to account for disclosures. The
proposed rule would require that covered entities be able to account for disclosures as
long as the entity maintains the record. While some federal and State laws require record
retention for a specific number of years, others remain silent on the subject, preferring an
implicit public policy for record retention that conforms to liability laws and statutes of
limitation. Thelanguage of the proposed rulethat refersto thelength of timethe
entity retainstherecord itself could be clarified to state that whatever minimum
requirementsarein placefor therecord should also guide covered entitiesin
retaining their capacity to account for disclosuresover that same time, but no
longer.

For disclosures that the individual authorizes in writing, we are perplexed as to why the
individual would not have some responsibility for maintaining afile of hisor her own
authorizations. Whilethese disclosures may also be part of the covered entity’s
record, we believe they should be an optional element of the entity’s accounting for
disclosures, rather than arequired element. Of course, the burden in including this
category of disclosures may not significantly increase the overall burden of a covered
entity in providing the accounting, and it may include such disclosures; however, it
should not be required.

Amendment and Correction. (Section 164.516)
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While we recognize that individuals should have the right to request that erroneous
information be corrected in their medical records, the AMA believes that this right must
accommodate the need for clinically and legally accurate records. For example, we
object to the proposed rule employing the terms “amendment and correction,” as patients
arelikely to understand these words in their vernacular sense to believe that they may
change their medical records. This expectation will only sow discord between patients
and their physicians and permit the medical record to become aforum for disputes. We
think it isless misleading and mor e technically correct to refer totheright to
“append” information to their record.

Physicians may not obliterate or change the medical record; they may make additional
notations explaining mistakes, but are under alegal obligation to maintain arecord that
reflects what was thought to be correct at the time a notation is entered. We also believe
it isextremely important for the proposed ruleto reflect explicitly that patientsare
not authorized by this section to request changesin professional clinical judgments
or treatment recommendationsthat they believeto bein error. Nether should
individuals be able to amend/append a clinical record by adding infor mation about
thetype, duration or quality of treatment that individual believes he or she should
have been provided.

We also note that the proposed rule would allow a covered entity to refuse to correct a
record it had not created. We have some concerns about the practical implications of
such aprovision. If a covered entity isusing misinformation in its decision-making,
it should be authorized —though not required -- to correct theinformation at the
request of theindividual. Although the AMA supports the concept that the originating
physician should be alerted to the suspected error, we do not believe that that physician
should necessarily be the gatekeeper for all record corrections, particularly those which
go to non-medical information. It isup to theindividual to identify those additional
parties who should be notified of any material changes in the record that result from an
individual using this provision.

Administr ative Requirements (Section 164.518)

This provision sets out an extensive series of administrative requirements that physicians
and other covered entities would have to incorporate into their practice or business. The
AMA has significant concerns about the substantial administrative and financial burdens
this might place on physician practices, particularly those smaller practices whose
administrative personnel are already stretched to the limit with a multitude of
governmental and health plan requirements.

It would require providers to designate a privacy official, train member of their workforce
regarding privacy requirements, safeguard protected health information, and establish
sanctions for members of the workforce who do not abide by the entity’ s privacy policies
and procedures. Further, physicians and providers would be required to establish a
means for individuals to complain to the covered plan or provider if they believe that
their privacy rights have been violated. Training could include videos, and interactive
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software. Trainees would have to be re-certified every three years. Retraining would be
required if there were material changesin privacy policies or procedures. Safeguards
would have to be established against “reasonably anticipated” threats or hazards. The
identity and legal authority of persons requesting disclosure of health information would
have to be determined. Some mechanism for receiving complaints would have to be
established. Covered entities would be required to develop sanctions for failure to
comply with policies or procedures. All members of the physician’s or provider's
workforce, aswell as those of business partners, would be subject to the sanctions

The AMA believesthat the patient protectionsintended by such requirementsare
largely in placein most physicians offices and strongly recommendsthat the
flexibility/scalability in administration explicitly promoted by the Secretary be
particularly applied in theseinstances. These provisions highlight, yet again, the
distinction that separates physicians from other entities covered under this proposed rule.
Physicians existing legal and ethical obligations require that they handle patient
information confidentially, and these obligations are enforced through State law and State
medical licensing boards. The addition of afederal superstructure of rules and
regulations to achieve the same end is largely redundant and confusing. Health plans and
health data clearinghouses have no such universal obligations, and so a new federal
structure of regulations may be more appropriately imposed without disrupting current
practice. We urgethe Secretary to accommodate physicians' existing procedures
and obligationsto the extent possible in enforcing the administrative requirements
under this proposed rule.

Privacy Official (Section 164.518(a)(1))

In our evaluation of the relative benefit and burden of this provision, we place special
emphasis on the Secretary’ s commentary that the “implementation of this requirement
would depend on the size of the entity.” (p. 59988) While we acknowledge that it makes
sense to designate one person, committee or office within an entity as the central focus
for privacy concerns, we recognize that many small physician practices have limited or
part-time staff who are already consumed with paperwork resulting from a flood of
regulatory requirements. It may bethe case that several people sharethe
responsibilities, and we do not seethat thiswould impede the implementation of
standardsor therightsof individualsin any way. Thus, wewould request a
provision permitting such an arrangement for small physician offices.

We also suggest that thereisroom for clarification asto whether the appointment of
anew privacy contact person in a physician’s office would be considered a material
changein thewritten notice of information practices. We suggest that it isnot a
material change, sincetheindividual contacting the covered entity can easily be
directed to the new person in charge of privacy for the office.

Training (Section 164.518(b))
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Again, we appreciate the Secretary’ s commitment to providing flexibility in application
of the training standard that recognizes the varying needs of different sized entities. We
question the need for re-certification once every three years, and suggest retraining
isnecessary only if thereisa substantial changein policy. Employees could be
reminded of their obligationsin aless burdensome way, e.g., employee newsl etters,
notices posted in the workplace, staff rooms, or meetings. The signing of statements by
employees (including all volunteers) that they will honor the workplace' s privacy policies
ismarginaly valuable as arisk management tool; rather, it may have greater value as a
way to personally vest each employee with a sense of responsibility for keeping patients
records private.

Safequards (Section 164.518(c).

In response to the NPRM first published in August of 1998, regarding “ Security and
Electronic Signature Standards,” the AMA sent a strong | etter requesting the withdrawal
of the proposed rule, concluding that it “[flew] in the face of its intended goal of
“administrative simplification.”” We noted that, while the AMA supported physicians
transitioning to an electronic data interchange (EDI) environment, we believed the
“proposed rule on security standards would impose such an excessive level of micro-
management as to discourage physicians offices from just such adesired transition.” We
are therefore troubled to note the Secretary’ s statement in the preamble that “we are
proposing parallel and consistent requirements for safeguarding the privacy of protected
health information.”

The AMA supports the proposed rul€' s provisions that would not require painstaking
verification of the identity or legal authority of individuals requesting protected health
information under the rule. We appreciate the general, common sense principles
articulated in the preamble. It isalittle more difficult to verify the truthfulness of
individual s presenting themselves as next-of-kin, however, and we would anticipate that
reasonabl e attempts to verify identity would be adequate to establish a good faith defense
if information was mistakenly provided to someone misrepresenting himself or herself.

Regarding the provision on “whistleblowers,” while we appreciate the proposed rule
absolving the covered entity of blameif an employee discloses protected health
information to law enforcement, a health oversight agency or an attorney, we
nevertheless must object to this provision. It would permit asingle individual to
substitute his or her judgment, perhaps impaired by malicious intent, to disclose protected
health records. In some cases, it could be no more than a private sector “fishing
expedition.” We believe that “whistleblowing” employees, who have accessto
privileged and protected information as afunction of their employment, should only be
able to report suspected violations to law enforcement or health oversight agencies using
de-identified or aggregate data. At the very minimum, a“minimum necessary
disclosure” requirement should be imposed on such individuals to protect the privacy of
patients who may be completely uninvolved in the suspected illegal activity that the
whistleblower seeks to bring to law enforcement’ s attention.
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Internal complaint process (Section 164.518(d))

We agree with the Secretary’ s assessment that imposition of aless intimidating complaint
system will be more likely to encourage patients to discuss their concerns with their
physician and we hope that it would preclude the necessity of filing a complaint with the
Secretary. Given the continuing relationship that most patients have with their physician,
itisimportant for conflicts to be resolved in a manner that encourages trust and
cooperation between the parties.

Sanctions (Section 164.518(¢g)).

We believeit is adequate for physicians to evaluate violations by their employees and
business partners as they occur and assess the most appropriate sanction. The Secretary
was unable in the proposed regulation to forecast each possible situation and its
circumstances, and cover ed entities should not be required to do so either. It should
be enough for the proposed rule to encourage covered entities to impose sanctions.

Duty to mitigate (Section 164.518(f)).

Similarly, under the duty to mitigate, imposing the affirmative obligation to try to
mitigate any deleterious effect of unauthorized disclosures or uses of protected health
information by employees should be adequate. A prescribed mitigation policy could
hardly anticipate ahead of time the unique circumstances to each violation for which
mitigation might be required. Thus, we believeit isadequateto create the obligation,
to the extent practicable, for mitigation for employees breaches.

In contrast, we do not believe a similar obligation is appropriatein the context of the
business partnersrelationship. Employees are at |east nominally under the control of
the employer covered entity, and so a duty to mitigate might be expected. Business
partners are independent entities under contract with the covered entity and the covered
entity should have no responsibility whatsoever under the proposed rule to mitigate
damages resulting from business partners' prohibited acts. This provision should be
eliminated from the proposed rule.

Development and documentation of policies and procedures.

Under the proposed rule physicians would be required to develop policies and procedures
for implementing the provisions of the rule. The Secretary assures that, under the
principle of scalability, the complexity and scale of the policies could be consistent with
the size of the practice. Professional associations, such asthe AMA, are urged to develop
model policies, procedures, and documentation for their members.

In an ironic development, given the origins of the proposed rule in the “Administrative
Simplification” provisions of HIPAA, the Secretary recognizes that this requirement
“would impose some paperwork burden.” Thisisan understatement of the investment in
time, personnel and money that would be required to comply under the current proposal.
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Not only would physicians be required to create, maintain, update and make available for
audit avast array of new documentation, they would be required to keep this newly
imposed “library” on arolling schedule of six years.

The AMA objects in the strongest terms to the school of bureaucratic thought that
requires documentation that one is going to do something, documentation that oneis
doing that same thing, and documentation that the same thing has been done. Physicians
and their office staffs are absolutely overwhelmed by current paperwork requirements
generated by well-intended, but poorly thought out, regulations. Such redundant
documentation requirements are for the administrative ease of compliance officers— not
for physicians and certainly not for patients. Masses of documentation allow compliance
officersto push their familiar paper and quibble over parenthetical clauses rather than to
really investigate to see when a true wrong has been committed.

If the Secretary is concerned that an entity has not designated a privacy officer, what
precludes the investigator from calling the physician’s office and asking to speak to the
privacy officer? Or requesting a notice of information practices that would contain the
officer’sname? Or any other inquiry sparked by complaints or concerns? Large and
medium sized entities are more likely to have documented policies on every conceivable
aspect of their operation as a function of their size and their risk management and legal
departments. Smaller physician practices rely on less bureaucratic methods of
communicating with their employees and their practice isincompatible with the
enormous documentation burden imposed by this proposed rule. The AMA
recommends that the paperwork and documentation elements of the proposed rule
be withdrawn completely and rethought with a morerealistic and flexible
implementation approach for smaller physician offices. After al, isthe goal to
actually protect patient privacy, or isit to create paper saying that we do?

Relationship to State laws

AMA policy supports a preemption provision that preserves more stringent state
confidentiality laws, so that federal and state privacy protections would be cumulative.
Both the Congress, in HIPAA, and the Secretary, in her Recommendations to Congress
and in the preambl e to this proposed rule, have expressed a clear intent to allow more
stringent state laws to remain in force under the federal regulation. We are deeply
concerned, then, that while the proposed rule suggests that its preemption provision sets
such afederal “floor,” rather than “ceiling,” araft of subsequent exceptions and qualifiers
completely undermine the provision.

The proposal generally would preempt those state medical record privacy laws that are
“contrary to” the federal regulation, with several exceptions where the Secretary
determines that the state law is necessary to:
* prevent fraud and abusg;
* ensure appropriate state regulation of insurance and health plang[this would
include the reporting and access to records for the regulation of health plans, for
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purposes of management and financial audits, program monitoring and
evaluation, and individual or facility licensure or certification];

» for state reporting on health care delivery or costs,

» for state laws addressing controlled substances; and

» “for other purposes related to improving the Medicare program, the Medicaid
program, or the efficiency and effectiveness of the health care system.” (emphasis
added)

In addition, state authority over public health reporting of disease or injury, child abuse,
birth or death, public health surveillance or public health investigation or intervention
would be preserved without any federal interference. Thus, less protective state laws
intended to achieve any of the above purposes would prevail over federally imposed
protections.

This provision duplicates, with one interesting twist, the statutory language of HIPAA
(Section 262(a), “ Section 1178(2)). The language of the last bullet qualifying “other
purposes’ as those “related to improving the Medicare program, the Medicaid program,
or the efficiency and effectiveness of the health care system” derive from Section 261 of
HIPAA, establishing the Purpose of Subtitle F, “ Administrative Simplification.”
“Efficiency and effectiveness’ are vague catch-all terms that would seem to confer broad
authority for the Secretary to intervene for almost any reason. While the Secretary may
have intended this qualifying language to narrow the scope of her advisory opinion
authority, in fact, it tendsto reinforce the fear that individuals repeatedly express:. that
governmental expediency will overrun their rights as citizens.

At the same time, “more stringent” state law regarding the privacy of individually
identifiable health information would remain in force. However, the following
qualifications and exceptions reduce this provision’s applicability in all but afew cases.

» Administrative determinations as to whether a state law were “more stringent” than
the federal requirement would be made by the Secretary, upon request of a Sate.
Those entities — specifically physicians — regulated by the rule would not be ableto
independently query the Secretary for a determination; it must go through the State.
Two implementation problems are immediately evident:

» Physicians who seek to comply with state law, believing in good faith that it is
more stringent than the federal standard, could bein violation of the
regulation without ever knowing or having an opportunity to directly request
guidance from the Secretary. We do not believe that HHS will be *“inundated”
with requests for clarification, in that the Secretary need only rule once on any
request for exemption for it to apply to al entitiesin a State.

* A State government could have a conflict of interest in bringing forward
gueriesto the Secretary. States are frequently among the largest health data
collectors, and it is not unthinkabl e that a State’ s executive branch might
consider its “ gatekeeper” function as an opportunity to keep the “gate” closed
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to more protective State privacy statutes prevailing over less protective federal
standards.

*  Such determinations would apply only to transactions that are wholly intrastate.
Thus, any element of a health care transaction that would implicate more than one
state’ s laws would automatically preclude the Secretary’ s evaluation as to whether the
laws were more or less stringent than the federal requirement. Given the interstate
character of most health care transactions in which information flows from a
physician to a hospital system or aplan, even the Secretary admits that “ positive
determination could be minimal under this provision.”

» The Secretary would aso be authorized under the rule to provide similar “guidance”
by way of Advisory Opinions, again available only to the States' requests for
evaluation. Patients and their physicians could not independently request an
Advisory Opinion.

It isclear to the AMA that, read together, the exceptions to the preemption provisions of
the proposed rule completely undermine the aleged intent of the Secretary to preserve
“more stringent State laws.” The AMA continuesto support our policy calling for
any federal law or regulation regarding medical record privacy to provideatrue
“floor,” rather than “ceiling,” for patient protections.

Relationship to other federal laws.

The proposed regulation’ s affect on other federal laws, considering how courts’ resolve
conflicts between two federal statutes, would appear to leave in place more specific or
stringent federal law, such as the Substance Abuse Confidentiality regulations. Dueto
the proposed regulation’ s inadequate protection of patient confidentiality, generally we
support this result.

The AMA, however, is concerned that the proposed regulation in its current form will
confuse, rather than clarify, physicians and other health care practitioners’ obligations
under federal law on patient confidentiality. To illustrate, under the Substance Abuse
Confidentiality regulations, generally physicians cannot disclose information about
patients' treatment for drug abuse to law enforcement officias; yet, under the proposed
regulation, such disclosure is allowed without individual authorization. Seemingly,
physicians and other health care practitioners will find themselvesin a“catch-22,” trying
both to protect patient confidentiality under more restrictive federal law and
accommodating requesters of information operating under the proposed regulation’s
permissive approach to disclosure of confidential patient information.

Again, we recommend that the Secretary revise the proposed regulation to include
mor e stringent protectionsfor patient confidentiality. In thisway, potential conflicts
among federal laws on confidentiality will be minimized.

Compliance and Enforcement. (Section 164.522)
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We are encouraged to note the Secretary’ s philosophy of providing “a cooperative
approach to obtaining compliance,” that looks to an educational, rather than punitive,
approach to resolve disputes. The AMA nevertheless questions the role of the Secretary
or any federal officer to investigate complaints against physicians for breaches of patient
confidentiality. Thisisthetraditional realm of state medical licensing boards and their
premier role in pursuing this type of activity is clearly articulated in state medical practice
acts. Aswe have articulated throughout our comment to the proposed rule, physicians
are not in the same category as the other entities covered under this proposed rule.
Physicians are unique in that they have existing legal and ethical obligations to protect
patients’ confidentiality. Hospitals do not have this dua obligation. Health plans and
health data clearinghouses most certainly do not have this dual obligation. And soitis
understandable that the AMA’s membership is perplexed at the prospect of a new federal
regulatory scheme superimposed upon an existing set of obligations to accomplish the
samegoal. Itisconfusing. Itisredundant. And it lumps physicians together with
entities completely removed from a context of ethical and fiduciary relationships with
patients.

In noting individuals' ability to file complaints with the Secretary for covered entities
alleged violations, we find it incongruous that covered entities cannot petition the
Secretary for guidance in finding out what activities may be violations up front when the
issue of State preemption arises. We are not, of course, suggesting that individuals not be
ableto petition the Secretary. Rather, we anticipate the frustration of physicians who will
be seeking, in good faith, to comply with the rule and who will be unable to obtain a
ruling as to how they might proceed in the face of conflicts with State laws. Thisisa
significant failing of the proposed rule, in that physicians are regulated already by States
and their activities, more than any other entity, will be subject to competing
interpretations for compliance. (See also, discussion on Relationship with State Laws.)

The Department, under the proposed rule, is authorized to administer unlimited site
reviews. In the absence of specific complaintsor allegations of wrongdoing on the
part of physicians offices, compliance reviews should be explicitly limited.

Although the proposed rule does not specify which office in the Department would be
responsible for compliance, the AMA is concerned about informal comments indicating
that the HHS Office for Civil Rights may be designated. Our understanding of the
rationale behind this choice is that this Office has experience in pursuing individuals
claimsinvolving civil rights violations that would tranglate to the individuals' claims that
would be made under the proposed rule. We believe that the first requirement of a
compliance and enforcement office should be an understanding of the complexities of
patient care and information handling within a physician’s office or health care facility.
Thisis particularly true if the Secretary’ sintention truly isto provide educational, rather
than punitive, assistance. Only individuals who understand how medical records are used
for patient care in innumerable settings will be able to offer the very flexibility and
scalability in compliance oversight and enforcement that the Secretary pledgesis her
intent. If the Secretary isintent on such a delegation, we would urge her to provide the
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necessary support and resources to offer just such expertise to complement the existing
Officefor Civil Rights.

Small Business Assistance

This section mentions afew features that are supposed to make compliance easier for
small businesses, which are defined as businesses with less than $5 million annual
revenue. These include assurances that written authorization for disclosure would not be
required for “routine” uses of information (i.e., uses for treatment, payment, health care
operations, or when required by law); that the Department of HHS would do outreach and
education; and that HHS would collaborate with professional associations to create model
forms and other tools to assist compliance.

We note that the preamble would provide “small businesses’ an extra year, beyond the
genera two year deadline after final publication, for compliance. The Secretary cites
several examples of small physician offices receiving “small business’ assistance, and
one would assume from reading the preamble that the extra year extension would apply
to small physician offices. However, Section 164.524 of the proposed rule specifically
cites “small health plan[s]” only as being eligible for this extension. We urgethe
Secretary to include “small providers’ or “small physician offices’ in the actual
regulatory language allowing 36 months for compliance, to fulfill her intent
expressed in the preamble.

Preliminary Reqgulatory | mpact Analysis

The Department of HHS finds that this proposed ruleisa“major rule’ because it islikely
to have an impact on the economy in excess of $1 billion in the first year alone. Itisaso
found that rule is a“ significant regulatory action,” requiring congressional review. Itis
assumed that the greatest benefit will be increased patient trust and that privacy isa
“right” that cannot be valued solely by market costs. The Department is “confident that
future benefits will be higher than those stated in this analysis.”

Relationship of this Analysisto Analysesin Other HIPAA Requlations.

The proposed rule notes that the “original HIPAA analyses did not incorporate the
expected costs and benefits of privacy regulation because, at the time of the original
analyses, we did not know whether Congress would enact legislation or whether privacy
would need to be addressed by regulation. Therefore, much of our cost analysisis based
on the expected incremental costs above those related to other HIPAA regulations.”

The AMA stated in previous comments on HIPAA NPRMs that the stated burden
estimates appeared to be very inaccurate. In addition, the Five-Y ear Net Savings as listed
in the transaction proposed rule indicates that health plans will have much moreto gain
from electronic transactions than providers. Therefore, the health plans should take on
the majority of the burden of the implementation costs.
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In addition, based on the figures stated in the HIPAA National Provider Identifier (NPI)
NPRM, the AMA believes that the costs of developing and maintaining the NPI need to
be borne by the health plans that stand to reap a profit from the use of the NPI. We
recognize the savings for practitioners are projected after the initial 5-year period.
Nonetheless, health care practitioners should not be required to bear further costs under a
system that already predicts that they suffer an initial monetary loss.

Furthermore, the AMA believes that the transaction and NPI cost estimates need to be
recalculated using more current figures and to reflect current trends. Many of the figures
for which these costs and savings were cal culated were outdated, including the dates of
implementation. Also, the AMA believes that the costs originally calculated for
physicians are based upon a physician population of 404,000. However, based on the
results published in the AMA’s Physician Characteristics and Distribution in the US
1999, there are currently over 620,000 physiciansin direct patient care with
approximately 22,000 physicians being added to the population each year.

The AMA notes that the cost to comply with the proposed privacy regulations clearly is
not a one- time cost but will be a perpetual and continuing commitment, and this should
be reflected in the analysis. These continuing costs are not anticipated by the proposed
rule. Furthermore, the proposed rule could impose significant new costs on physicians
practices. We believe this runs counter to the explicit intent of HIPAA’s“ Administrative
Simplification” provisions, which require “any standard adopted under this part shall be
consistent with the objective of reducing the administrative costs of providing and paying
for health care.” (Sec. 262. “ Administrative Simplification,” “Sec. 1172(b) Reduction of
Costs.”)

Summary of Costs and Ben€fits.

Cost estimation is“difficult.” There are very few data. Some requirements of the
proposed rule are not estimated, which HHS recognizes “may be significant in some
cases.” Benefits areregarded as primarily a“right” and are therefore “ difficult to
measure.”

The proposed rule asserts the following chain of causation: increased privacy of health
information creates more confidence in health care among the public, which leads to
more treatment being sought, which promotes improved health and ultimately reduced
health care spending. But thisline of reasoning is incomplete because it ignores the cost
of the new treatments engendered by increased “ confidence,” so it remains an open
guestion as to whether improved privacy really lowers health care costsin the long run.

The entire cost-benefit comparison seems to rest on a questionable assumption: “...if
individuals would be willing to pay more than $0.46 per health care encounter to improve
health information privacy, the benefits of the proposed regulation would outweigh the
cost.” Notwithstanding the accuracy of the cost estimate, this assumption weakens the
entire quantitative economic justification for the proposed rule.
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Baseline Privacy Protections.

Professional Codes of Conduct and the Protection of Health Information.

It is suggested that "the proposed rule embodies all the major principles expressed in the
standards.” At the sametime, it is acknowledged that "there are some major areas of
difference between the proposed rule and the professional standards reviewed." The
comments offered by the AMA point to a conceptualization of confidentiality espoused
by the proposed rule that does not provide individual patients control over their health
information, a central element of the guidelinesincluded in the AMA's Code of Medical
Ethics. Asan association of physicians dedicated to enhancing the patient-physician
relationship, AMA policy considers patient autonomy to be a fundamental element of
medical ethics that receives little attention in the proposed rule. The rights given to
patients under the proposed rule do not given patients control over the use or disclosure
of the protected health information. Y et, ethical reasoning requires confidentiality of
health information to be protected by limiting the use and disclosure of information to
instances where the patient gives his or her authorization, presumably having considered
the advantages and disadvantages. Therefore, the AMA is concerned that the spirit of the
proposed rule contravenes fundamental guidelines given to the medical profession in the
Code of Medical Ethics.

Codts.

Estimated that compliance costs will total to $3.8 billion over five years, with arange of
$1.8-6.3 hillion. But, as already mentioned, this estimates excludes many provisions of
the proposed rule that “may be significant.” The elements that are estimated may be
suspect aswell.

Privacy Policies and Procedures. The proposed rule anticipates that few providers will
develop their own procedures, relying instead on their “national and state associations.”
But it is not apparent that costs to those associations are included in the analysis. The
cost per provider is estimated to fall in the $300-3000 range, with a weighted average of
$375. But no justification is provided for these estimates, which seem very low.

System Compliance Costs. The estimated costs are based on two assumptions regarding
percentages (i.e., 15% and 10%), but no justification is presented for the percentages
chosen.

Notice of Privacy Policies. Thefirst paragraph is concerned with how many notices
would have to be provided annually. “Each entity will have a notice cost associated with
each person to whom they provide services.” That is, the first encounter between a patient
and a provider should generate the issuance of a privacy notice; subsequent encounters
between the same patient and the same provider would not matter. The language in the
first paragraph uses survey data on “encounters,” “patients,” and “ episodes’ per year to
estimate atotal. These are different concepts, however, so the reported total of 397
million (corrected by HCFA from 350 million) is meaningless and it unclear what the
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estimate represents. Further, no information is provided on how many potential patients
there are, so the estimate of 543 million patients (encounters?) seen at least once over five
years cannot be verified.

No evidence is presented to support the cost estimates for notice development and
dissemination. A five-year cost of approximately $209 million for providersis presented.
But it is not shown how this breaks down on an encounter basis. The estimate to plans of
$0.75 per insured person seems very low. That might pay for postage but seems
insufficient to cover labor and capital usage costs.

Inspection and Copying. It isassumed that 1.5% of patients will request access to inspect
and copy their medical record. No justification is provided for this estimate. Being a
small number, it would be easy for the estimate to be low. For example, if 3% (i.e., just
1.5 percentage points higher than the estimate) of patients made such requests, the cost
estimate would double. The figure of 543 million unduplicated patient-provider
encounters is used, which raises again the question of exactly what this number
represents.

Amendment/Correction. Again, the cost estimate depends on two estimates: (1) the
percentage of patients who request inspection and copying that also request amendment
and correction (67%) and (2) the cost of making corrections ($75 per request). We have
no way of knowing how accurate these estimates are, which weakens the analysis.

Authorizations. An assumption is made that 1% of encounters will require obtaining
authorizations from patients before health information may be released to payers and
other third parties. Providerswill have to develop new procedures to conform to the
proposed rule. There appears to be some confusion is the estimation of one and five-year
costs. Total unduplicated patient-provider encounters over five years were previously
estimated to be 543 million (p. 60016). One percent of 543 millionis5.43 million. Ata
cost of $10 each, the aggregate cost would be about $54 million over five years. The text
on p. 60017 misinterprets this as “annually” and goes on to multiply this by five to get the
stated five-year cost of $271 million.

Training. The assumed on-going cost of $20 per provider office per year seems absurdly
low.

Conclusion. It isacknowledged once again that “the estimates do not consider al of the
costs imposed by the regulation.” We cannot overstate the onerous result of the
cumulative effect each of these requirements for physicians, added to the already swollen
administrative burden with which physicians must currently comply.

Bendfits.
No attempt is made to estimate aggregate benefits directly. The proposed rule offersthe

justification that privacy protection is a personal right, which somehow makesit
impossible to estimate benefits based on the market value of health information. An
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alternative approach taken is to use de minimus cost estimates as hurdles to be cleared
and then essentially argue that benefits certainly exceed that low barrier. Thisis
argument by handwaving and is an attempt to divert attention from the fact that no real
cost-benefit comparison is presented.

Compliance costs are presented as $3.41 per insured individual per year ($750 million per
year divided by 220 million insured individuals). It is suggested that thisis an upper-
bound figure, because it spreads the aggregate cost only over insured persons and ignores
the uninsured. However, adding in 44 million uninsureds and redoing the calculation
reveals that the per-person per-year cost is $2.84, a difference of only $0.57. Y et another
approach expresses compliance costs on a per-encounter per-year basis, which the
proposed rule states as $0.46. It has been previously and repeatedly argued in these
comments that aggregate cost estimates are too low, perhaps by orders of magnitude. ut
none of these cost estimates is relevant in a discussion that is supposed to be about
benefits.

The proposed rule discusses several examples of areas where increased confidence in
privacy would have significant benefits. These comments will be restricted to one
example: substance abuse and mental health treatment. It isalleged in the proposed rule
that the economic cost of mental health disordersis approximately $115 billion per year.
How thisis divided between lost economic output and direct costs of treatment is not
mentioned. It is stated that appropriate treatment could result in “hundreds of millionsin
cost savings annually,” but it is not clear whether this includes the cost of the treatment.
In attempting to connect improved confidentiality with economic benefits, the rule can do
no better than to state that “ some unknown portion” of individuals will seek initial or
increased treatment making the potential economic benefits “difficult to quantity.” The
language further concedes that “figures on the number of individuals who avoid mental
health treatment due to privacy concerns do not exist.” Nevertheless, findings from a
1993 survey on health information privacy are cited: seven percent of respondents
reported that they or afamily member had chosen not to seek service for a physical or
mental health condition due to fear of harm to job prospects of other life opportunities.
The proposed rule goes on to acknowledge that the survey is “somewhat dated and
represents only one estimate, “ and that “there are other reasons aside from privacy
concerns that led these individual s to respond positively.” These shortcomings
notwithstanding, the proposed rule makes some gquantitative estimates based on
additional arbitrary assumptions. For example, it is assumed that 5-25% of individuals
that avoided treatment did so due to privacy concerns. It isfurther assumed that the
treatment effectiveness rate would be 80%, again without any supporting evidence.
Because of the questionable appropriateness of the survey results used and random
assumptions made, little confidence can be attached to the dollar estimates of the benefits
of the proposed privacy rule.

Initial Requlatory Flexibility Analysis

The text on p. 60036 says there are 1,078,020 small health care establishments, whereas
Table A on p. 60037 says there are 448,498 small health care entities. Thislarge
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discrepancy is neither noted nor explained. Neither isthere any mention of the difference
between an ” establishment” and an “entity.” (The text also uses the term “enterprise.”)
Table A presents other numbers that differ from the text, for example, in the case of
hospitals, home health, and nursing facilities.

In Table B (p. 60037-8), the units in which dollars are expressed in the revenue columns
are not given. Clearly, they must be some multiple of adollar. Otherwise, oneisleft with
the impression that average revenue per “office and clinic of doctors of medicine” isonly
$990 (i.e., $186,598,097 + 188,508 from Table A).

Economic Effects on Small Entities: the burden on a typical small business.

This section presents estimates of the impact on small businesses of compliance with the
proposed privacy rule. The conclusion is that system compliance costs for a small
business would be $40.13 per entity, or 0.12% of expendituresin the first year and 0.05%
(or 0.04% on p. 60043) of expendituresin subsequent years. All of the estimates follow a
“top-down” approach, wherein an “industry total” estimate is divided by a*“number of
entities estimate” to obtain a“ per entity” estimate. There are severa problems with this
method. Firgt, it provides only a single point estimate and gives no indication of the
variation around the estimate. A more serious drawback is that the top-down division
approach is subject to numerous methodological errors. The entities to which the
numerator pertains may not be the same entities to which the denominator pertains-atype
of “apples and oranges’ problem. If either or both the numerator and denominator are
estimated with error (as they most certainly must be), there will be an error in the
resulting quotient. Moreover, if numerator is underestimated and the denominator is over
estimated (or vice versa), the error in the resulting quotient will be larger in percentage
terms than the error in either the numerator or denominator.

The “top-down” estimates should be validated with afew “bottom-up” estimates, for
instance, case studies of costs likely to be faced by afew individual providerg/entities.

Asthey are, the estimates provided in the proposed rule seem absurdly low estimates of
compliance cost impacts on small businesses. At aminimum, asurvey of providers
should be done to ascertain whether they believe a figure of $40 per entity per year is
even in the ballpark.

Unfunded M andates

The statement on p. 60044 that, “ because the benefits of privacy are large, both
productivity and economic growth would be higher than in the absence of the proposed
rule” needs some explanation and elaboration, because it would seem that new
regulations on businesses would inhibit productivity and economic growth.

Collection of Information Reguirements
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This section makes many assumptions regarding the impact on a health care entity of
various provisions of the proposed rule. But, as with many other sections, the estimates
are not generally supported by findings from studies. As such, they raise the same
guestions as to accuracy. It would have been better to do case studies on afew practices
of various sizesin order to gain insight into how actual practices would be affected by
complying with the proposed rule.

In conclusion, the AMA appreciates the opportunity to provide our considered remarks
regarding the proposed rule for the Secretary’ s consideration. We particularly appreciate
the extension of time granted for public comment to permit a thoughtful analysis. Our
comments are extensive and we expect that other comments will be equally
comprehensive. The AMA urges HHS to either (1) substantially revise the proposed
regulation and reissue it as an interim final rule with the opportunity for comment, or (2)
withdraw the proposed rule and issue anew NPRM. The AMA offersto continue to
work with the Department to realize afinal rule that will preserve patients' confidencein
the health care system and their government’ s pledge to protect their privacy.

Sincerely,

E. Ratcliffe Anderson, Jr., MD

Cc.  Gary Claxton, Deputy Assistant Secretary for Health Policy
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