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substantially satisfied by all organizations, small organizations may be
able to establish an effective program to prevent and detect violations of
law through relatively informal means.  For example, in a small
business. the manager or proprietor. as opposed to independent
compliance personnel, might perform routine audits with a simple
checklist, rain employees through informal staff meetings, and perform
compliance monitoring through daily “walk-arounds™ or continuous
obscervation while managing the business. In appropriate circumstances,
this reliance on existing resources and simple systems can demonstrate
the same degree of commitment that, for a much larger organization,
would require more formally planned and implemented systems.

Applicable _Government _Regulations.—The  failure  of an  organization  to
incorporate within its program to prevent and detect violations of law any
standard required by an applicable govermment regulation weighs against a

Sfinding that the program was an "effective program to prevent and detect

violations of law" within the meaning of this guideline.

3. Application of Subsection (b)(2).—

(4)

(B)

()

Governing  Authority.—The responsibility of the governing authority under
subsection (b)(2) is to exercise reasonable oversight of the organization’s cfforts
to ensure compliance with the law. In large organizations. the governing
authority likely will discharge this responsibility through oversight, whereas in
some organizations, particularly small ones, it may be more appropriate for the
governing authority to discharge this responsibility by directly managing the
organization’s compliance efforts.

High-Level Personnel—The organization has discretion to delineate  the
activities and roles of the specific individual(s) within high-level personnel of the
organization assigned overall and direct responsibility to ensure the effectiveness
and operation of the program to detect and prevent violations of law: however,
the individual(s) must be able to carry out their overall and direct responsibility
consistent with subsection (b)(2). including the ability to report on the
effectiveness and operation of the program to detect and prevent violations of
law to the governing authority, or to an appropriate subgroup of the governing
authority.

In addition to receiving reports from the foregoing individual(s). the governing
authority or an appropriate subgroup thereof rypically should receive
periodically information on the implementation and effectiveness of the program
to detect and prevent violations of law from the individual(s) with day-to-day
operational respousibility for the program.

Organizational Leadership.—Although the overall and direct responsibility to
ensure the effectiveness and operation of the program to detect and prevent
violations of law is assigned to specific individuals within high-level personnel of
the organization, it is incumbent upon all individuals within the organizational
leadership to be knowledgeable about the content and operation of the program
to detect and prevent violations of law pursuant to subsection (b)(2), and to
perform their assigned duties consistent with the exercise of due diligence, and
the promotion of an organizational culture that encourages a commitment 1o
compliance with the law, under subsection (a).




4.

Application of Subsection (b)(3).—

(B)

(')

(4) Violations of Law.—Nonvithstanding Application Note 1, "violations of
law,” for purposes of subsection (b)(3), means any official determination of u
violation or violations of any I, whether criminal or noncriminal (including a
regulation).

Consistency with Other Law.—Nothing in subsection (b)(3) is intended to require
conduct inconsistent with any Federal. State. or local law. including any law
governing emplovment or hiring practices.

Implementation.—In implementing subsection (b)(3), the organization shall hire
and promote indivindals consistent with Application Note 3(C) so as to ensure
that all individuals within the organizational leadership will perform their
assigned duties with the exercise of due diligence, and the promotion of an
organizational culture that encourages a commitment to compliance with the
law, under subsection (a). With respect to the hiring or promotion of any specific
individual within the substantial authority personnel of the organization. an
organization shall consider factors such as: (i) the recency of the individual 's
violations of law and other misconduct (i.e., the individual's other conduct
inconsistent with an effective program to prevent and detect violations of law);
(ii) the relatedness of the individual 's violations of law and other misconduct to
the specific responsibilities the individual is anticipated to be assigned as part of
the substantial authority personmnel of the organization; and (iii) whether the
individual has engaged in «a pattern of such violations of law and other
misconduct.

Application _of Subsection (b)(4).— To the extent it is appropriate to provide training and

otherwise disseminate information to the organization’s agents, an organization may
satisfy this provision if the agent adopts its own program to prevent and detect violations
of law that includes such training and dissemination of information..

Risk_Assessments_under Subsection (c¢).—Risk assessment(s) required under subsection

(¢) shall include the following:

(4) Assessing periodically the risk that violations of law will occur,
including an assessment of the following:

(i) The nature and seriousness of such violations of lav.

(i) The likelihood that certain violations of law may occur because
of the nature of the organization’s business. If. because of the
nature of an organization’s business, there is a substantial risk
that certain types of violations of law mav occur, the
organization shall take reasonable steps to prevent and detect
those types of violations of law. For example, an organization
that, due to the nature of its business, handles toxic substances
shall establish compliance standards and procedures designed to
ensure that those substances are ahvays handled properly. An
organization that, due to the nature of its business, employs sales
personnel who have flexibility to set prices shall establish
compliance standards and procedures designed to prevent and
detect price-fixing. An organization that, due to the nature of its



(B)

(C)

(iii)

10

business. emplovs sales persomnel who have flexibility to
represent the material characteristics of a product  shall
establish compliance standards and  procedures designed 1o
prevent fraud. An organization that uses third parties to perform
Junctions for it may require that those third parties themselves
adopt programs to prevent and detect violations of law.

The prior history of the organization.  The prior history of an
organization may indicate types of violations of law thar it shall
take actions to prevent and detect.  Recurrence of similar
violations  of law  creates  doubt  regarding whether  the
organization took reasonable steps to prevent and detect those
violations of law.

Prioritizing, periodically as appropriate, the actions taken under each
step set forth in subsection (b). in order to focus on preventing and
detecting the violations of law identified under subdivision (4) as most
likely to occur and most serious.

Modifving. as appropriate. the actions taken under any step sct forth in
subsection (b} to reduce the risk of violations of law identified in the risk
assessment.

Background: This section sets forth the requirements for an effective program to prevent and
detect violations of law. This section responds to section 803(a)(2)(3) of the Sarbanes-Oxley Act
of 2002, Public Law 107-204, which directed the Commission to review and amend, as
appropriate, the guidelines and related policy statements to ensure that the guidelines that apply
ro organizations in this Chapter "are sufficient to deter and punish organizational criminal

misconduct.”

The requirements set forth in this guideline are intended to achieve reasonable
prevention and detection of violations of the law, both criminal and noncriminal, for which the
organization would be vicariously liable. The prior diligence of an organization in seeking to
detect and prevent violations of law has a direct bearing on the appropriate penalties and
probation terms for the organization if it is convicted and sentenced for a criminal offense.
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February 27, 2004

United States Sentencing Commission
One Columbus Circle, N.E.
Washington, DC., 20002

The purpose of this letter is to set forth on behalf of the National Association
of Criminal Defense Lawyers (NACDL) our comments on the proposed amendments
to Chapter 8 (Sentencing of Organizations) of the Federal Sentencing Guidelines.
We ask that the Sentencing Commission consider these comments before finalizing
the proposed amendments.

Possibly the most significant change is the requirement that effective
compliance programs would no longer be required to attempt to detect and prevent
violations of criminal law, but would now be required to attempt to detect and
prevent violations of any law, criminal or non-criminal, including regulatory
violations. See Application Notes 1 and 4(A) to Section 8B2.1. This proposed
change conforms with a dangerous trend toward blurring the distinctions between
criminal law and regulatory violations. Under the proposed changes, an
organization's punishment for a criminal violation would be dependent, in part, on its
implementation of programs to prevent civil administrative regulations. See Section
8C2.5(f)(an organization's culpability score would be lower if it had in place an
effective program to detect and prevent "violations of law"). Criminal sanctions
should be reserved for violations of criminal laws. They should not be used as a
back door route to increase the penalties for regulatory non-compiiance. The
Sentencing Commission should resist the temptation indirectly to criminalize
conduct that can be, and is, sanctioned through the administrative regulatory
process.

Another proposed change in one of the criterion for an effective compliance
program would change a provision that now says that the organization should use
due care not to delegate substantial discretionary authority to individuals whom the
organization knows, or should have known, "have a propensity to engage in illegal
activities," to a new provision that states that the organization shail use reasonable
efforts not to include within the substantial authority personnel of the organization
any individual whom the organization knows, or should have known, has a history of
engaging in violations of law or other conduct inconsistent with an effective
compliance program. Section 8B2.1(b)(3). This proposed provision and the
commentary to the provision are an improvement over the present version, but
should make clear that the mere fact that a person of substantial authority within the
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organization has a prior violation or violations of any law (including civil
administrative regulations) is not by itself inconsistent with the existence of an
effective compliance program. Rather, the organization should merely be required
to consider the factors set forth in proposed Application Note 4C (recency of
violation(s), relation of violation(s) to current duties and whether or not there is a
pattern of prior violations) in determining whether or not including the individual
within the organization's substantial authority personnel presents a significant
impediment to the effectiveness of the compliance program.

Proposed Application Note 2C to Section 8B2.1 should be eliminated. In
accordance with the proposed change to make effective compliance programs
responsible not merely for detecting and preventing criminal violations, but
regulatory violations, this proposed Application Note would make it weigh against a
finding that a program is effective if any standard required by any administrative
regulation is not incorporated in the compliance program. A compliance program
required to preclude punishment for violations of criminal law should not need to be
a comprehensive regulatory compliance program.

Subsection (f) of Section 8C2.5 currently prohibits the three-level reduction
in the culpability score even if the organization has an effective compliance
program, if the organization unreasonably delayed reporting the offense to
governmental authorities. Section 8C2.5(g) provides a five-level decrease based on
cooperation, which includes timely notification of the offense. In light of this
provision, a failure of timely notification should not preclude the application of the
three-level decrease.

Subsection (f) of Section 8C2.5 also currently prohibits the three level-
reduction in the culpability score even if the organization has an effective
compliance program, if certain high-level officials within the organization were
culpable in the offense. The proposed amendments change this prohibition to a
rebuttable presumption that this reduction does not apply if certain high-level
officials within the organization were culpable in the offense. This is a positive
change that gives discretion to sentencing judges to assess the facts on a case-by-
case basis. NACDL endorses this amendment and believes it should apply
regardless of the size of the organization.

The Sentencing Commission seeks comments on whether the current three-
level reduction under Section 8C2.5(f) should be changed to four levels to reflect the
increased requirements of an effective compliance program. NACDL opposes the
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increased requirements as discussed above. If, however, the requirements are to
increase, it would be appropriate to increase the reduction for having an effective
program to four levels.

Proposed Application Note 12 to Section 8C2.5 notes that if various criteria
are met, waiver of the attorney-client privilege and the work product doctrine will not
be a prerequisite to a reduction in culpability for "cooperation." However, the
proposed Application Note states, waiver of the attorney-client privilege and the
work product doctrine may be required in order to obtain the reduction for
cooperation. NACDL believes that under no circumstance should waiver of the
attorney-client privilege or the work product doctrine be a prerequisite to obtaining
credit for cooperation. Respect for these privileges is necessary in order for the
organization frankly and candidly to determine whether there have been criminal
violations, the scope of any such violations and appropriate corrective actions. An
organization can cooperate with the government without waiving these privileges
and should not be required to waive these privileges in order to obtain appropriate
recognition for its cooperation.

Proposed Application Note 4 to Section 8C2.8 says that in determining
where within the applicable range to set a fine, the court "should" consider any prior
criminal record of an individual within high-level personnel. This proposed
Application Note should state that the mere fact of a prior criminal record of such an
individual is not necessarily relevant to where within the range to set the fine.
Based on the criteria set forth in Application Note 4C to Section 8B2.1(b)(3), such a
criminal record may be wholly irrelevant to whether or not the organization had an
effective compliance program. In such cases, it should likewise be irrelevant to
where within the applicable range the fine is set.

Proposed Application Note 2 to Section 8C4.1 states that if various criteria
are met, waiver of the attorney-client privilege and the work product doctrine will not
be a prerequisite to a providing "substantial assistance." However, the proposed
Application Note states, the Government may determine that waiver of attorney-
client privilege or work product doctrine may be necessary to ensure that a
substantial assistance departure motion will be made. NACDL believes that under
no circumstance should waiver of the attorney-client privilege or the work product
doctrine be a prerequisite to obtaining credit for substantial assistance. Respect for
these privileges is necessary in order for the organization frankly and candidly to
determine whether there have been criminal violations, the scope of any such
violations and appropriate corrective actions. An organization can substantially
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assist the government without waiving these privileges and should not be required
to waive these privileges in order to obtain appropriate recognition for its substantial
assistance.

Very truly yours,

Barry J. Pollack

Co-chair, White Collar Committee
National Association of Criminal
Defense Lawyers
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March 1, 2004

VIA HAND DELIVERY AND ELECTRONIC MAIL

United States Sentencing Commission
One Columbus Circle, N.E.

Suite 2-500

Washington, D.C. 20002-8002
Attention: Public Affairs

Re:  Request for Public Comment by the United States Sentencing Commission
on Proposed Amendments to Sentencing Guidelines

Dear Commissioners:

We are writing on behalf of 21 pharmaceutical companies,’ in response to the
request for public comment issued by the United States Sentencing Commission (USSC)
on December 30, 2003.> Our comments concern the proposed amendments to Chapter
Eight (the Organizational Guidelines), which describes the elements of effective
compliance programs.

By way of background, the group of pharmaceutical companies we represent has
substantial experience with voluntary compliance programs, and a long-standing
commitment to compliance. That commitment is reflected both in individual companies’
compliance efforts, and in a variety of collective efforts to improve compliance practices.
Along with a number of other pharmaceutical companies, the group’s members have
been meeting semi-annually for the past five years to identify “best practices” for
promoting compliance. Most of the group’s current members also submitted comments
to the Department of Health and Human Services Office of Inspector General (O1G) to

These companies are: Abbott Laboratories, Alcon Laboratories, Inc., Allergan, Inc., Amgen Inc,,
AstraZeneca Pharmaceuticals LP, Aventis Pharmaceuticals, Inc., Bayer Corporation, Boehringer Ingelheim
Corporation, Bristol-Myers Squibb Company, Daiichi Pharmaceutical Corporation, Eli Lilly & Company,
Fujisawa Healthcare, Inc., Genentech, Inc., GlaxoSmithKline, ICOS Corporation, Johnson & Johnson,
Merck & Co., Inc., Novartis Pharmaceuticals Corporation, Pfizer Inc., TAP Pharmaceutical Products Inc.,
and Wyeth Pharmaceuticals.

3 Notice of proposed amendments to sentencing guidelines, policy statements, and commentary.

Request for public comment, including public comment regarding retroactive application of any of the
proposed amendments, 68 Fed. Reg. 75340 (Dec. 30, 2003).

Washington, DC New York London Brussels Los Angeles Century City Northern Virginia Denver
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help the OIG develop its voluntary compliance guidelines for the pharmaceutical
industry,’ and submitted comments responding to requests for public comment by the
USSC Advisory Group on the Organizational Guidelines. We appreciate the Advisory
Group’s recognition of our comments. Given the seminal role that the Organizational
Guidelines have played in fostering effective compliance programs, we welcome the
USSC’s initiative to update and refine the Guidelines’ criteria.

Our previous comments to the USSC Advisory Group emphasized two key
principles: (1) articulating core compliance program standards that give individual
companies the flexibility necessary to create “customized” programs tailored to their
unique circumstances; and (2) encouraging vigorous self-policing, by reducing the
penalties associated with organizational self-analysis and self-reporting. As discussed
below, we believe that the proposed amendments promote these principles and will
advance the goals of the Organizational Guidelines, although in some instances revisions
to the proposal can further advance these goals. Our comments also address: (1) ethics-
based compliance approaches; (2) the effect of misconduct by high-level personnel on
organizational sentencing; (3) responsibility for compliance program implementation;
and (4) proposed language on “model” compliance practices. We hope that these
comments will be of assistance to the USSC in finalizing its amendment to the
Organizational Guidelines.

L Enhancing Compliance Program Effectiveness by Defining Fundamental
Standards that Preserve Flexibility

The companies in our group support the proposed amendments, which would
retain the seven-element framework of the existing Guidelines, while also creating a
number of new obligations and broadening the required scope of effective compliance
programs. For instance, the proposed Guidelines would require that companies:
establish compliance programs designed to prevent and detect any violations of law or
regulation (rather than violations of criminal laws, as in the current Guidelines);* promote
an “organizational culture” encouraging a commitment to compliance;’ satisfy new

See 66 Fed. Reg. 31246 (June 11, 2001) (OIG notice requesting comment on the development of
voluntary compliance program guidance for pharmaceutical manufacturers); 67 Fed. Reg. 62057 (Oct. 3,
2002) (draft OIG guidance and request for comment); 68 Fed. Reg. 23731 (May 5, 2003) (final OIG
guidance).

. Proposed Commentary to § 8B2.1.

. Proposed § 8B2.1(a).





