








presupposes participation of staff at all levels in design, implementation, and evaluation.
(Meta)(Mason)

Recommendations: 1) Make the Ethics and Compliance Officer a *“real” corporate officer with
the accompanying rights and responsibilities; require these officers to have training in law and
ethics; and establish a requirement that organizations conduct “ethical impact reports” for all
major financial and strategic decisions. (Meta)(Mason)

2) Where culture is discussed insert the phrase “and shared accountability” so that overall phrase
reads ‘““...promotion of organizational culture that encourages a commitment to and shared
accountability for compliance throughout the organization.”” (Dreilinger)

Comment: No compliance program is foolproof, and no organization can guarantee all of the
conduct of all of its employees. An organization that attempts to comply may nevertheless fall
short of one or two of the seven minimum steps, and they should still be given some
consideration and credit. (Biz Rndtbl)

Recommendation: Replace “minimally requires” in §8B2.1(a) with “usually requires” or
“generally requires.” (Biz Rndtbl)

Comment: The proposed amendments include language that requires an organization’s

- compliance program be measured against “compliance practices and procedures that are
generally accepted as standard or model practices for businesses similar to the organization.” See -
Application Note 2(A)(iii) to §8B2.1. Model practices are often aspirational documents
designed to go beyond applicable industry standards in order to advance the state of compliance.
Requiring compliance with these aspirational goals is an unwarranted step that could discourage
creation of programs. (Pharm)
Recommendation: Delete language in Application Note 2(A) as a requirement. If these
aspirational standards are to be employed, they should be used to grant a positive presumption in
favor of effectiveness. (Pharm)

Comment: The absence of any new ethics requirement(s) is appropriate, for despite pressure to
adopt one, it is clearly beyond the Commission’s mandate. (Pharm)(Chem)
Recommendation: Continue to leave ethics as an aspirational goal. (Pharm)(Chem)

III.  Seven Minimum Steps--§8B2.1(b)(1-7)
A. Step One--§8B2.1(b)(1): Establish Compliance Standards and Procedures

Comment: Since an organization must establish adequate “compliance standards and
procedures” to “prevent and detect violations of law,” the emphasis in the body of the guidelines
should be on the former. The Proposed amendments could be more expansive in prescribing the
obligation to draft and adopt appropriate policies. (EPIC/Johnson)

Recommendation: Add to proposed §8B2.1(b)(1) the term “governing policies” to ensure that
compliance duty extends to all aspects of management, not simply the compliance section. After



using the language to “prevent and detect violations of law” in §8B2.1(b)(1), all subsequent
references in (b) should be modified to “compliance standards and procedures” and generally
program references should be further distilled to “compliance program.” (EPIC/Johnson)

Comment: Application Note 1 to §8B2.1 defines compliance standards and procedures as
“standards of conduct and internal control systems that are reasonably capable of reducing the
likelihood of violations of law.” Instead of referring to “internal controls systems,” the
Commission should consider the more generic term “internal controls” to address the concerns of
smaller organizations that may not have adopted a formal internal control system but still need
effective internal controls. (ERC)

Recommendation: §8B2.1, Application Note 1, should change the words “internal controls
systems” to “internal controls.” (ERC) '

Comment: “Compliance standards and procedures” does not go far enough to deal with
meaningful cultural change. Ethics is noticeably absent. (LRN/Seidman) ,
Recommendation: Modify proposed §8B2.1(b)(1) so it reads, “The organization shall establish
ethics and compliance standards and procedures to prevent and detect violations of law.”
(LRN/Seidman)

Comment: Give corporations more credit where they have combined “the best elements of an
ethics and a compliance program into a coherent and consistent organizational culture.” (Anon
2) Recommendation: Give extra credit for going beyond the minimum steps. (Anon 2)

B. Step Two--§8B2.1(b)(2): Organizational Leadership

.Comment: The role of the “governing authority” should be emphasized over the “organizational
leadership.” (EPIC/Johnson)
Recommendation: In proposed §8B2.1(b)(2), “govemning authority” should be moved in front
of the “organizational leadership” language. (EPIC/Johnson)

Comment: The “organizational leadership” should be given a more active role.
(EPIC/Johnson)(HCCA)(ERC)

Recommendations: 1) Add arequirement in proposed §8B2.1(b)(2) that obligates the
leadership to demonstrate a commitment to the compliance program. (EPIC/Johnson)

2) §8B2.1(b)(2) language should be changed to: “The organizational leadership shall provide
direction to and be knowledgeable of the content and operation of the program.” (ERC)

3) Amend the language in §8B2.1(b)(2) to make it clear that the compliance officer
“coordinates,” “evaluates,” and “reports” to, and for, the organizational leadership and governing
authority—who share responsibility for implementation with them. (HCCA)

Comment: While the proposed “high-level personnel” in charge of compliance are supposed to
have access to the “governing authority,” the particulars of this access are not entirely clear.
(Dreilinger)(EPIC/Johnson)(Chem)






