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suhsra11tial~v satisfied hy all orga11i=£1riom, small orgw1i=ario11s 11u~r he 
ahle to estahlish a11 effecrire program to prere11t and derecl ,·iolations ,?f 
lmr through relative(, · i1!formal means. For example, in a small 
husi11ess. thl! 111a11ager or proprietor. as opposed In i11depe11de11t 
complia11ce perso1111el, might pe1:for111 routinl! audits ll'ifh a simple 
checklist. train empl<~rees 1hrough informal srajf 111eeli11gs. and pe1:for111 
compliance monitoring through dai(v "1ralk-arou11d\'" or co111i1111011s 
ohse1Tatio11 while 111mwgi11g the husiness. In appmpriate circumsta11ces, 
this reliance 011 existing resources and simple syslems can demonstrate 
the same degree <?f co111111it111ent that, for a much larger orga11i=atio11, 
11·oufd require moreformal(v plmmed mu! imple111e11ted .\t·s1e111s. 

rCJ Ap!>licable G111·em111e11t Reg11la1io11s.-Th1! failure <!l an orga11b1tio11 to 
i11corporate wi1hi11 its program lo prevent a11d detect ,·iolations <!/' law a11y 
standard required hy w, applicahle gorem111e111 reg11/atio11 weighs agai11st a 
.fi11ding that the program was an "effective program to pre1·e111 and detect 
,·iolations <llaw" within the 111ea11i11g <?/' this guicleli11e. 

3. App/irn1io11 o(Suhsection (hJ(2) .-

fA) Goveminf! Autlwrit)'.-The re.\JJ011sihili(v of the goremi11g awhori~v under 
subsection (b){2) is lo exercise reaso11ahle oversight of the orga11i=atio11 ·s efforts 
to ensure compliance wit/, the law. 111 large organi=ations. the gm·erning 
aut/10ri(v like~}' will discharge this respo11sihility through oversight, whereas in 
some orga11i=atio11s, particular(v small ones, it m«v he more appropriate for the 
governing authority to discharge tl,is respo11sibility by direct(v managing the 
organization's compliance ejforts. 

(8) High-Level Persmmel.-The orga11izatio11 has discretion to delineate the 
activities and roles of the specific indh'idual{s) within high-level persmmel o_fthe 
organization assigned overall and direct responsibility to ensure the effectil'eness 
and operation qf the program to detect and prevent violations of law: however, 
the individual(s) must he able Jo cart)' out their overall and direct re.\ponsibility 
consistent wit/, .rnbsection (b)(2). including the ability to report 011 the 
effectiveness and operation of the program to detect and prevent violations f?f 
law to the governing authority. or to 011 appropriate subgroup <?f the governing 
authorif)•. 

/11 addition ro receiving reporls from the foregoing i11divid11al(s). the governing 
authority or an appropriate subgroup there<?{ f)JJical(v should receive 
periodical(v information 011 the i111pleme11tatio11 and ejfectire11ess f?f the program 
lo detec:I and prevc:11/ riolations of law from rhe i11dividual(sJ 1ri1h day-to-dl{I' 
operational re.\ponsibili(vfor the program. 

(C) Organizational Leadership.-Although the overall and direct responsibility to 
ensure the effectiveness and operation <?/ the program to detect and prevent 
violations of lm1· is assigned to spec[fic individuals wilhin high-level personnel of 
the organization, it is i11cu111be111 upon all indfridual.\' within the organizational 
leadership to be knowledgeahle about the content and operation of the program 
lo detect and prev(mt violations of lmr pursuant to subseclion (h}{2). and to 
perform their assigned duties consistent with the exercise <if due diligence, and 
the pro11101io11 <if an organizational culture tha1 encourages a commitment to 
compliance with the law. under .rnhsection (a). 
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-I. Application o(Subsectio11 thJ/3).-

(A) Violations of lmc-Nolll'it'1.sta11ding Application Note I. "riolatiom of 
1ml', "jhr purposes c?f s11hsec:tio11 th){3), means any official determination <?f ti 
1·iolatio11 or Fio/ations <!/ any lmr. ,rhetha cri111i11a/ or 11011cri111i11a/ (i11cludi11g a 
regulation). 

tB) Co11siste11cv ll'ith Other Low-Nothing in subsection (hJ(JJ is intended to require 
conduct i11co11siste11I ,rith any Federal. Stale. or local lm1'. including any la11· 
g<Jl'emi11g emplc~)'ment or hiring practices. 

rC; /111ple111e11tati011.-l,1 i111ple111e111ing s11bst:cti011 (bJ/3) . the orga11i:atio11 shall hire 
a11d promote indiriudals consistenr wirh Application Note 3(CJ so as to ensure 
that all individuals ll'itlii11 the orga11b1tio11al leadership 1rill pe1:for111 their 
assigned duties wirh the exercise <if due diligence. and the promotion <if w1 
organi=ational culture that encourages a co111111it111e111 to co111plic111ce ll'ith the 
fall', under subsection (a). With respect to the hiring or promotion <?lany !>pecijic 
indi,·idual withi11 the .rnhstcmtial authority perso1111el <?f the organi=atio11. ,111 

organi=alion shall consider factors such as: (i) the recell(.J' of the i11dil'id11a! 's 
riolations <f law and other misconduct (i.e .. the individual ·s other conduct 
inconsistent with a11 effeclfre program to pre\'enl and detect violations of law); 
(ii) the relatedness of the indfridual 's violations of law and other misconduct to 
the specific re.\pcmsibilities the indii·idual is anticipated to be assigned as part <?f 
the suhstantia/ authority personnel <!f the organization; and (iii) ll'hether the 
individual has engaged i11 a pal/em ,f such violations <?f law and other 
misconduct. 

5. Application o(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 .. 

6. Risk Assessments under Subsection (cJ.-Risk assessment(s) required under subsection 
(c) shall include the following: 

(A) Assessing periodical(v the risk that violations <?f law will occur. 
including an assessment of the.following: 

(i) The nature and seriousness of such violations <!flaw. 

(ii) The likelihood that certain 1·iolatio11s <~flaw may occur because 
,?[ the nature <?f the mxanization 's business. ff. because <if the 
nature <?l a,1 organization's business. there is a substantial risk 
that certain ~n,es qf violations <!/" law may occur, the 
organization shall take reasonable steps to prevent and detect 
those types <?f 1·iola1ions <?flaw. For example, a,1 organization 
that, due lo the nature of its business. handles toxic substances 
shall establish co111plia11ce staudard5 and procedures designed to 
ensure that those substances are always handled proper(\'. An 
organization that, due to the nalllre <?fits business. employs sales 
personnel who have flexibility to set prices shall establish 
compliance standard<, and procedures designed to prevent and 
detect price-fixing. An organization that. due to the nature of its 
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husill(!Ss. employs sales personnel who lun-e .flexihiWv to 
represent the material characteristics of a product shall 
establish compliance standards and procedures designed to 
prerent ji·awl. An organization that uses third parties to perform 
functions for it may require that those third parties themselves 
adopt programs to prevent and detect violations of law. 

(iii) The prior hist01:r <!l the organization The prior histm:v ~l a,1 
orga11i=atio11 111,~r indicate types of riolmions <?flaw that it shall 
take actions to 1werent and dl!tect. Recurrence <!l similar 
riolarions <?l lmr creates do11b1 regarding whether the 
organi=ation took reasonable sleps to prere/11 and detect those 
riolations oflmr. 

(BJ Priori1izi11g, periodican,· as appropriate, the ac1io11.\· taken under each 
step set forth in subsection th). in order to focus 011 pre\'1!11ting and 
detecting the riolations <!l lmr idemffied under suhdirision (A) as most 
like(I' to occur and most serious. 

(C} Modff.i·i11g. as appropriate. the actions taken under any step set fhrth in 
s11bsectio11 (h) to reduce the risk <fviolations (!/'/all' ide11t{fied in the risk 
assess111e11t. 

Background: This section sets forth the requireme111s .f<>r an ef/ectil'I! program to prevent and 
detect violations£?/' law. This section responds to section 805(a}(2){5) ~(the Sarhanes-Oxley Act 
<!l 2002, Public Law 107-20./, ll'hich directed the Co111111issio11 to review and amend, as 
appropriate, the guidelines and related polic:r statements to ensure that the guidelines that app~v 
to organi=ations in this Chapter "are SI![ficient to deter and punish organizational criminal 
misconducl. " 

The requirements set forth in this guideline are illtended to achieve reasonable 
prevention and detection of violations of the lmr. both criminal and noncriminal, for 11·hic/1 the 
organization would he vicariously liable. The prior diligence ~fan organization iu seeking to 
detect and prevent violations <if lm11 has a direct bearing 011 the appropriate penalties and 
probation terms for the organization fl it is convicted and sentenced j'iw a criminal qffense. 



PRESIDENT 
E. E. (Bo) Edwards 
Nashville, TN 

PRESIDENT ELECT 
Barry C. Scheck 
New York, NY 

FIRST V ICE PRESIDENT 
Barbara E. Bergman 
Albuquerque. NM 

SECOND VICE PRESIDENT 
Martin S. Pinales 
Cincinnati. OH 
TREASURER 
Jeralyn E. Merritt 
Denver. CO 
SECRETARY 
John Wesley Hall, Jr. 
Li l! le Rock, AR 

PARLIAMENTARIAN 
William D. Massey 
Memphis, TN 

IMMEDIATE PAST PRESIDENT 
Lawrence S. Goldman 
Ne w York. NY 

DIRECTORS 
Hal R. Arenstein 
Cincinnati, OH 
Steven D. Benjamin 
Richmond, VA 
Donald A. Bosch 
Knoxville , TN 
Wi lliam H. Buckman 
Moorestown. NJ 
Jerry J. Cox 
M l. Vernon. KY 
Richard A . Cremer 
Roseburg, OR 
Joshua L. Dratel 
New York, NY 
David A. Elden 
Los Angeles. CA 
Priscilla E. Forsyth 
Sioux City. IA 
Stephen R. Glassroth 
Monlgomery, Al 
Leslie Hagin 
Seattle. WA 
Carmen D. Hernandez 
Washington. DC 
Robert J. Hooker 
Tucson. AZ 
Brei H. Huggins 
Florence, AZ 
Richard S. Jaffe 
Birmingham. AL 
William (Bill) 0. James, Jr. 
Little Rock . AR 
Kathryn M. Kase 
Houston. TX 
Helen Leiner 
Fairfax. VA 
Jack T. Litman 
New York, NY 
J. Cheney Mason 
Orlando. FL 
William D. Massey 
Memphis, TN 
Randi McGinn 
Albuquerque. NM 
Daniel E. Monnot 
Wichita, KS 
E.G. (Gerry) Morris 
Austin, TX 
William H. Murphy, Jr. 
Baltimore. MD 
Cynthia Hujer Orr 
Son Antonio. TX 
Ellen S. Podger 
Tucker. GA 
Barry J. Pollack 
Washington. DC 
Jeffery P. Robinson 
Seattle, WA 
Marvin E. Schechter 
New York, NY 
Robin Shellow 
Milwaukee. Wt 
Alan Silber 
Char!ottesviUe, VA 
Howard M. Srebnick 
Miami. Fl 
Lisa M. Wayne 
Denver, CO 
William T. Whitaker 
Akron, OH 
Christie N. Williams 
Dallas. TX 
William P. Wolf 
Chicogo, IL 
Vicki H. Young 
Son Francisco, CA 
John K. Zwerling 
Alexandria. VA 

EXECUTIVE DIRECTOR 
Ralph Grunewald 

NATIONAL 
CRIMINAL 

ASSOCIATION OF 
LAWYERS DEFENSE 

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 (NACOL) our comments on the proposed ar:-:endments 
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-compliance. 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 shall 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. NACOL 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. NACOL opposes the 

" LIB ERTY'S LAST CH AMP ION" 

1150 18th Street, NW Suite 950 Washington, DC 20036 
202-872-8600 Fax 202-872-8690 assist @nacd l.org www.nac dl.org 



PRESIDENT 
E. E. (Bo) Edwords 
Nashville. TN 

PRESIDENT ELECT 
Barry C. Scheck 
New York., NY 

FIRST VICE PRESIDENT 
Barbara E. Bergman 
Albuquerque. NM 
SECOND VICE PRESIDENT 
Martin S. Pinales 
C inc innati. OH 
TREASURER 
Jeralyn E. Merritt 
Denver. CO 
SECRETARY 
John Wesley Hall, Jr. 
Lillie Rock, AR 

PARLIAMENTARIAN 
William D. Massey 
Memphis, TN 

IMMEDIATE PAST PRESIDENT 
Lawrence S. Goldman 
New Yo rk. NY 

D IRECTORS 
Hal R. Arenstein 
Cincinnoli. OH 
Steven D, Benjamin 
Richmond. VA 
Donald A. Bosch 
Knoxville, TN 
Wi lliam H. Buckman 
Moorestown. NJ 
Jerry J. Cox 
Ml. Vernon, KY 
Richard A. Cremer 
Roseburg. OR 
Joshua L. Dratel 
New York, NY 
David A. Elden 
Los Angeles, CA 
Prisci lla E. Forsyth 
Sioux City, IA 
Steph en R. Glassroth 
Monlgomery, AL 
Leslie Hagin 
Seattle. WA 
Carmen D. Hernandez 
Washington. DC 
Robert J. Hooker 
Tucson, AZ 
Bret H. Huggins 
Florence, AZ 
Richard S. Jaffe 
Birmingham. Al 
William (Bill) 0 . James, Jr. 
little Rocle AR 
Kathryn M. Kase 
Houston. TX 
Helen Leiner 
Fairfax. VA 
Jack T. Litman 
New York, NY 
J, Cheney Mason 
Orlando. FL 
William D. Ma ssey 
Memphis. TN 
Randi Mc Ginn 
Albuquerque. NM 
Daniel E. Monnet 
Wichita, KS 
E, G, (Gerry) Morris 
Auslin, TX 
William H. M urphy, Jr. 
Ba ltimore. MD 
Cynthia Hujer Orr 
Son Antonio. TX 
Ellen S. Podgor 
Tucker. GA 
Barry J. Pollack 
Washington, DC 
Jeffery P. Robinson 
Seattle. WA 
Marvin E. Sc hechter 
New York. NY 
Robin She llow 
Milwaukee. WI 
Alan Silber 
Charlottesville, VA 
Howard M . Srebnick 
Miami.FL 
Lisa M. Wayne 
Denver. CO 
Will iam T. Whitaker 
Akron. OH 
Christie N. Will iams 
Dallas, TX 
William P. Wolf 
Chicago. IL 
Vicki H. Young 
Son Francisco. CA 
John K. Zwerling 
Alexandria, VA 

EXECUTIVE DIRECTOR 
Ralph Grunewald 

~r,,\ NATIONAL 
\,, .~ J CRIMINAL 

Defense 
United States Sentencing Commission 
February 27, 2004 
Page 3 

ASSOCIATION OF 
LAWYERS DEFENSE 

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. NACOL 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. NACOL 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. 

202-872-8600 

Very truly yours, 

~d/4L 
Barry J. Pollack 
Co-chair, White Collar Committee 
National Association of Criminal 
Defense Lawyers 
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ARNOLD & PORTER LLP 

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 

John T. Bentivoglio 
John_Bentivoglio@aporter.com 

202.942.5508 
202.942.5999 Fax 

555 Twelfth Street, NW 
Washington, DC 20004-1206 

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, 1 in response to the 
request for public comment issued by the United States Sentencing Commission (USSC) 
on December 30, 2003 .2 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 (OIG) 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. 

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). 
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help the OIG develop its voluntary compliance guidelines for the pharmaceutical 
industry,3 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. 

* * * 

I. 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);4 promote 
an "organizational culture" encouraging a commitment to compliance; 5 satisfy new 

See 66 Fed. Reg. 31246 (June 11 , 200 I) (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) 
4 Proposed Commentary to§ 8B2.1. 

Proposed § 8B2. 1 (a) . 




