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Standards for Integrity and Independence

Changes in Structure/Terminology
 Structural Revisions:
* New hame
* Re-organization
 Policies and definitions integrated into the Standards

* New Terms:
e Eligible/Ineligible
* Mitigate
* Accredited continuing education

One-year transition phase; effective January 1, 2022




What’s New?

Content Validity
* Expectations incorporated into the Standard.
No Sales/Marketing
* Prohibits faculty from promoting or selling products or services in accredited education.
* Requires learner consent if information shared.
Identification/Mitigation/Disclosure of Financial Relationships
 |Individuals disclose all financial relationships and providers determine relevance.

e Disclosure period extended from 12 months to 24 months. The requirement that individuals
disclose the financial relationships of their spouse/partner was removed.

* Disclose to learners that all relevant financial relationships have been mitigated.
Ancillary marketing and non-accredited activities
e Defined how much time (30-minute interval) must separate accredited activities and

marketing/non-accredited activities if they are held in the same educational space. gE




Standards for Integrity and Independence

Eligible Organizations: those whose mission and function are
* Providing clinical services directly to patients

* Educating healthcare professionals
e Serving as fiduciary to patients, the public, or population health

Examples
Hospitals, healthcare systems EHR companies
Group medical practices Software/game developers
Ambulatory procedure centers Insurance or managed care companies
Nursing homes, rehabilitation centers Schools of pharmacy/medicine
Pharmacies that don’t manufacture compounds Publishing or education companies

Diagnostic labs that don’t sell proprietary products
Government or military agencies

Health profession membership organizations q E




Standards for Integrity and Independence

Ineligible Companies

* Primary business is producing, marketing, selling, re-selling, or distributing
healthcare products used by or on patients

* Owners/employees considered to have unresolvable financial relationships
* Must be excluded for participating as planners/faculty

Examples

Pharmaceutical companies or distributors

Device manufacturers or distributors

Growers, distributors, manufacturers, or sellers of medical foods/dietary supplements
Manufacturers of health-related wearable products

Advertising, marketing, or communication firms whose clients are ineligible
Bio-medical startups that have begun a governmental regulatory approval process
Compounding pharmacies that manufacture proprietary compounds

Pharmacy Benefit Managers
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Elements

1. Ensuring content is valid
2. Prevent commercial bias and marketing

3. ldentify, mitigate and disclose relevant financial
relationships

4. Manage commercial support appropriately
5. Manage ancillary activities




Standards for Integrity and Independence
Guideline 5.1: Ensuring Content is Valid

Ensure that education is fair and balanced . . . Clinical content supports safe,
effective patient care.
1. Recommendations must be based on current science, evidence, and clinical

reasoning, while giving a fair and balanced view of diagnostic and therapeutic
options.

2. Scientific research conforms to generally accepted standards of experimental
design, data collection, analysis and interpretation.

3. Does not advocate for, or promote, practices that are not/not yet adequately based
on current science, evidence, and clinical reasoning.

4. Does not advocate for unscientific approaches to diagnosis or therapy or promote
unsafe, high-risk, or ineffective treatment of patients.
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Guideline 5.1: Ensuring Content is Valid
Presentations must provide a balanced view of therapeutic options

e ”“Balanced view of therapeutic options”

e No single product or service is over represented
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Content Validity

Can discussion of “off-label” uses of FDA-approved drugs occur in
a CPE activity?

Discussion of off-label uses is allowed in CPE activities.
Recommendations are to be based on current science/evidence
where scientific research conforms to generally accepted
standards.

Providers should guide faculty to include the level of evidence
regarding all clinical and therapeutic recommendations. Credible
sources cited should present a balanced view of the evidence. Lq ;
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Guideline 5.2: Prevent Commercial Bias and Marketing

CE must protect learners from commercial bias and marketing

1. All decisions must be made without any influence or involvement from
the owners and employees of an ineligible company.

2. Education must be free of marketing or sales of products or services;
faculty must not actively promote or sell products or services during
accredited education.

3. The provider must not share the names or contact information of learners
with any ineligible company or its agents without the explicit consent* of
the individual learner.

*Explicit consent = the learner is aware and gives permission
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Prevent Commercial Bias and Marketing

Can a faculty member reference a book he/she wrote during
a CPE activity?

Referencing the book as a resource or part of the faculty
person’s credentials is acceptable. Selling the book during an
accredited educational session would not meet expectation

of the Standard.
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant Financial
Relationships

Step 1: Collect information (before you begin planning) from all individuals in
control of content about all their financial relationships with ineligible
companies* within the prior 24 months.

* Includes advisory committees, planning committee members, faculty, etc.

* There is no minimum financial threshold; all financial relationships with
ineligible companies must be disclosed.

Information to collect:

* The name of the ineligible company with which the person has a financial
relationship.

* The nature of the financial relationship.

*Ineligible company: primary business is producing, marketing, selling, re-selling or distributing healthcare products used by or on patients %
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant Financial
Relationships

Step 2: Review and exclude owners and employees of ineligible entities

Review financial relationships to identify individuals who are owners or
employees of ineligible companies. These individuals must be excluded from
controlling content or participating as planners or faculty.

There are three exceptions to this exclusion:

* Content is not related to business lines or products of the employer/company.

e Content is limited to basic science research, such as pre-clinical research and drug
discovery, or the methodologies of research, and they do not make care
recommendations.

 Individual is participating as a technician to teach safe and proper use of medical

devices and do not recommend whether or when a device is used. ¥
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant
Financial Relationships

Step 3: Identify relevant financial relationships:

Review financial relationships to identify those that are relevant

v’ A financial relationship, in any amount, exists between the individual and an
ineligible company

v The financial relationship existed during the past 24 months

v The content is related to the products or business lines of the ineligible
company
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant
Financial Relationships

Step 4: Mitigate relevant financial relationships

Prevent those with relevant financial relationships from inserting
commercial bias into content

* Mitigate relationships prior to the individuals assuming their roles
* Take steps appropriate to the role of the individual

 Steps for planners will differ than for faculty and occur before planning begins

A

* Document the steps taken to mitigate relevant financial relationships
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What happens when there is a relevant financial relationship?

Provider takes an active role to mitigate conflicts by:

e Recusing individual from controlling aspects of planning and content with
which they have a conflict

* Using peer-review of planning decisions (for planners) by individual(s) that
do not have a conflict of interest related to the content

* Using peer-review of content (for authors/presenters) by individual(s) that
do not have conflicts of interest related to the content

* Ensuring that clinical recommendations are evidence-based and free of
commercial bias
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant
Financial Relationships

Step 5: Disclose all relevant financial relationships to learners

Disclosure to learners must include each of the following:
* The names of the individuals with relevant financial relationships
 The names of the ineligible companies with which they have relationships
* The nature of the relationships

* A statement that all relevant financial relationships have been mitigated

> Learners must receive disclosure information before engaging with the
accredited education.

> Remember to provide disclosure in a way that provides documentation.
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Guideline 5.3: Identify, Mitigate and Disclose Potential Relevant
Financial Relationships

Exception: If the CPE activity will only address a non-clinical topic
(leadership, communication skills, etc.), providers do not need to
identify, mitigate, or disclose relevant financial relationships
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Guideline 5.3: Mitigation of Personal Conflicts of Interest
Providers will not be in compliance with Guideline 5.3 if they:

* Only collect information about significant financial relationship or set a
minimum dollar amount for disclosure

* Do not gather information about relationships within the 24 months
prior to the educational activity

e Use a definition of illegible company that is incomplete, outdated, or
different than the current ACPE definition
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Identify, Mitigate and Disclose

Can employees of an ineligible company serve as planners or
faculty for CPE activities?

If the content of CPE that the employee of the ineligible
company controls relates to the business lines and products of
its employer — NO.

If the content of CPE that the employee of the ineligible
company controls DOES NOT relate to the business lines and
products of its employer — YES.




What kind of topics do not relate to the business lines or
products of the employer?

e Participating in CPE beyond the scope of the employer’s firm (e.g.,
an employee of a pharmaceutical manufacturer serves as faculty for
an activity on disaster management)

e Contentis limited to basic science research or research
methodologies and not about treatment recommendations.

* Participating as technicians to teach the safe and proper use of
medical devices and do not recommend whether or when a device
is used.
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Identify, Mitigate and Disclose

T/F Disclosure and mitigation of relevant financial
relationships is only required to occur for the CPE
faculty.

False... Everyone in a position to control content must
disclose financial relationships, and the provider must
identify and mitigate relevant financial relationships.
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Identify, Mitigate and Disclose

In planning/developing CPE activities for an annual
meeting, disclosure information was obtained for each
presenter. If any relevant financial relationships were
identified, the planning committee was asked to mitigate
conflicts through peer review. Disclosure information for all
presenters was then provided in the conference materials.

Is the provider in compliance?
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Identify, Mitigate and Disclose

Partially. While peer review can be an effective method to
mitigate conflicts, the provider must document what actions
were taken if a conflict was identified (e.g., content revisions if
commercial bias or invalid content identified).

£8l
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Guideline 5.4: Manage Commercial Support Appropriately
* Applies to providers that accept commercial support

* Responsible for ensuring that the education remains independent and
that commercial support does not result in commercial bias or
influence the education.

e Support does not establish a financial relationship between the
ineligible company and planners, faculty, and others in control of
content.
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Guideline 5.4: Manage Commercial Support Appropriately

Decision-making and disbursement: The accredited provider must make all
decisions regarding receipt and disbursement of the commercial support.

1.

Ineligible companies must not pay directly for any of the expenses related to
the education or the learners.

The accredited provider may use commercial support to fund honoraria or
travel expenses of planners, faculty, and others in control of content for those
roles only.

The accredited provider must not use commercial support to pay for travel,
lodging, honoraria, or personal expenses for individual learners or groups of
learners in accredited education.

The accredited provider may use commercial support to defray or eliminate
the cost of the education for all learners. gE
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Guideline 5.4: Manage Commercial Support Appropriately
Agreement:

* Agreement to document the terms, conditions, and purposes of the
commercial support

* The agreement must be executed prior to the start of the accredited
education.

Accountability: The accredited provider must keep a record of the amount
or kind of commercial support received and how it was used, and must

produce that accounting, upon request, by the accrediting body or by the
ineligible company that provided the commercial support.
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Guideline 5.4: Manage Commercial Support Appropriately

Disclosure to learners: The accredited provider must disclose to the learners
prior to engaging in the activity:

 Name(s) of the ineligible company(ies) that provided commercial
support

* Nature of any support if it was in-kind

Disclosure must not include the ineligible companies’ corporate or product
logos, trade names, or product group messages.
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Manage Commercial Support Appropriately

Can commercial support be disclosed to participants on a
slide that displays during the first break in a CPE activity?

As with disclosure of relevant financial relationships,
disclosure of commercial support must occur prior to the
learners engaging in the education.
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Guideline 5.5: Manage Ancillary Activities Offered in Conjunction with
Accredited Continuing Education

Activities offered for CE credit must be separated from marketing by ineligible
companies—including advertising, sales, exhibits, and promotion—and from
nonaccredited education offered in conjunction with accredited continuing
education.

Marketing or exhibits in association with accredited education must not:

* Influence any decisions related to the planning, delivery, and evaluation
of the education.

* Interfere with the presentation of the education.

* Be a condition of the provision of financial or in-kind support from
ineligible companies for the education. %
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Guideline 5.5: Manage Ancillary Activities Offered in Conjunction with
Accredited Continuing Education

The accredited provider must ensure that learners can easily distinguish
between accredited education and other activities.

Live continuing education activities: Marketing, exhibits, and nonaccredited
education developed by or with influence from an ineligible company or
with planners or faculty with unmitigated financial relationships must not
occur in the educational space within 30 minutes before or after an
accredited education activity.

Activities that are part of the event but are not accredited for continuing
education must be clearly labeled and communicated as such.
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Guideline 5.5: Manage Ancillary Activities Offered in Conjunction with
Accredited Continuing Education

Print, online, or digital continuing education activities:

* Learners must not be presented with marketing while engaged in the
accredited education activity.

e Learners must be able to engage with the accredited education without
having to click through, watch, listen to, or be presented with product
promotion or product-specific advertisement.
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Guideline 5.5: Manage Ancillary Activities Offered in Conjunction with
Accredited Continuing Education

Educational materials (such as slides, abstracts, handouts, evaluation
mechanisms, or disclosure information) must not contain any marketing
produced by or for an ineligible company, including corporate or product
logos, trade names, or product group messages.

Information distributed about accredited education that does not include
educational content, such as schedules and logistical information, may
include marketing by or for an ineligible company.

Ineligible companies may not provide access to, or distribute, accredited

education to learners. gE
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Manage Ancillary Activities

Can a provider distribute a CPE activity via a website, television
channel, or other type of communication vehicle that is owned by an
ineligible company?

In keeping with the intent of separation of education from promotion,
utilization of a platform owned/controlled by an ineligible company
and supported by marketing dollars should not be a means to
transmit or distribute CPE to learners.

A
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Manage Ancillary Activities

Can a virtual exhibit or promotional event occur before/after an
accredited activity in the same virtual space?

To ensure separation between virtual CE activities and associated
promotion, ACPE is recommending providers create separate virtual
exhibit spaces that a learner may link to from outside of the
accredited educational space where the learner's move to the
promotional/exhibit space is deliberate, voluntary, and informed.




Standard 5 Rubric: Attestation

ACPE Standards for Integrity and Independence - Policies and Procedures

Attestation Statement: As the Continuing Pharmacy Education (CPE) Administrator on record with ACPE,
on behalf of our organization, | attest that we implement and follow the most current Standards for Integrity
and Independence. We understand that our organization must have policies and procedures defining the
organization's processes to implement the Standards for Integrity and Independence. We acknowledge that
ACPE may request to review and evaluate the policies and procedures at any time, as part of the evaluation
process, or as a component of a subsequent monitoring report.

CPE Administrator's Signature | Date

The following list identifies the policies and procedures that relate to the requirements for the
Standards for Integrity and Independence.

Standards for Integrity and Independence Meets Criterion Needs Improvement

51 | Ensure Content is Valid

MNeeds Improvement [
or Additional Docs Required [

5.2 | Prevent Commercial Bias and Marketing in
Accredited Continuing Education

Meets requirements per Needs Improvement []
attestation statement unless or Additional Docs Required []
5.3 | Identify, Mitigate, and Disclose Needs Improvement column is
checked.

Relevant Financial Relationships

- ldantifiy Palaviant Einancial Dalatinnebime
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Standard 5: Standards for Integrity and Independence

Criterion and Evidence

Meets Criterion

MNeeds Improvement

Ensure Content is Valid

Content Validity [5.1]

(Attach process for ensuring
information presented is fair,
balanced, and evidence-based.
Include relevant evidence, e.g.
planning documents, educational
matenial, references, etc..)

ﬁeveﬁﬁﬁg Commercial Bias and
Marketing [5.2]

(Altach process for ensuring CE
protects learmers from commercial

bias and marketing. Include relevant
evidence, a.g. aclivity

The provider ensures that CE is fair and balanced
and clinical content presented supports safe,
effective patient care.

+  Allrecommendations are based on
current science, evidence, and clinical
reasoning, while giving fair and balanced
view of diagnostic/therapeutic options.

+ Al scientific research in CE conforms to
the generally accepted standards of
experimental deslgn, data collection,
analysis, and interpretation.

«  The provider facilitates engagement with
newlevolving topics without advocating
for, or promoting, practices that are not,
or not yet, adequately based on current
science, evidence, and clinical reasoning.

The provider ensures that CE protects learners
from commercial bias and marketing.

+ Al decisions related to planning, faculty
selection, delivery, and evaluation are
made without influence or involvement
from the owners and employees of an
ineligible company.

The provider does not ensure that CE is fair,
balanced and based on current sclence, evidence
and clinical reasoning: or scientific research in CE
does not conform to the generally accepted
standards of experimental design, data collection,
analysis, and interpretation; and/or CE content
advocates or promotes practices that are not, or
not yet, adequately based on cument science,
evidence, and clinical reasoning.

Needs Improvement [
or Additional Docs Required [

The provider does not ensure that
related to planning, faculty selection, delivery, and
evaluation are made without influence or
involvement from the owners and employees of an
ineligible company or that CE activities are free of
marketing or sales of products or services,
Faculty promote or sell products or services that
serve their professional or financial interests.

Or the names or contact information of leamers is
shared with an ineligible company or its agents
without the explicit consent of the individual

Needs Improvement [
or Additional Docs Required [

(Attach evidence of identification of
redevant financial relationships. )

The provider does not collect information from all

. grant ag iy 7
Blarriia dmmagir:a-ducaﬁmal »  CE activities are free of marketing or
| material ) sales of products or services. Faculty do
not promote or sall products or services
that serve their professional or financial
interests. learner.
«  Names or contact information of learners
is not shared with any ineligible company
of its agents without the explicit consent
of the individual learner.
Meets [J
Identify, Mitigate, and Disclose Rel tFi ial Relationshiy
Identify relevant financial The provider:
\relationships [5.3 (1-3)] . bullects i from all pl

faculty, staff, and individuals In control of
content about all financial relationships
with ineligible companies within the prior
24 months, |.e. name of company and
nature of relationship.

+ Excludes owners or employees of
ineligible companies.

+ |dentifies relevant financial relationships
(if the educational content is related to
the business lines or products of the
ineligible company.

Meets [J

ir in confrol of content about all financial
relationships with ineligible companies within the
prior 24 months andlor does not exclude
ownerslemployees of ineligible companies andfor
does not identify relevant financial relationships.

Meeds Improvement [
of Additional Docs Required [

Mitigate relevant financial
relationships [5.3 (4]]

sary 1, 2022

Prior o the individuals assuming their roles, the
provider take steps to prevent all those with

Integrity and Independence

relevant financial relationships from inserting

The provider does not take steps to prevent all
those with relevant financial relationships from
inserting commercial bias into content, and/or
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Tools and Resources

v’ Transition Checklist

v’ Tools for Ensuring
Valid Clinical Content

v’ Tools for Identifying,
Mitigating, and
Disclosing Relevant
Financial Relationships

https://www.acpe-accredit.org/continuing-education-provider-accreditation/#tab-ToolsandResources
ps:// P g/ g P | /#tab-ToolsandResources
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Standards for Integrity and Independence in
Accredited Continuing Education

Transition Checklist

We want to do everything we can to support the continuing education community's successful
implementation of the new Standards. We encourage you to review the Standards and resources to begin
working on your transition plan now, so that you are in compliance by January 1, 2022. Here's a checklist to help
you get started.

Standard 1: Ensure Content is Valid

While there is nothing new in our approach to content validity, we suggest that you take the following steps to
confirm that your pi meet our exp ions.

Check out the tips and strategies in the clinical content validation tool.

Review your process for ensuring that education is fair and balanced, and supports safe, effective patient care.
Review your process for communicating your expectations to planners, authors, and faculty.

Standard 2: Prevent Commercial Bias and Marketing in Accredited Continuing
Education

Communicate to faculty that they cannot actively promote or sell products or services during accredited
education.
If you intend to share learners’ names or contact information with an ineligible company, determine how you will
obtain the explicit consent of individual learners.
» If you ask for consent at registration, the learner must have the ability to opt out and still register for your
activity.
o The consent statement must be clearly visible—not hidden in a long list of terms and conditions.

Standard 3: Identify, Mitigate, and Disclose Relevant Financial Relationships

Check out the tools for identifying, mitigating, and disclosing relevant financial relationships.
Change your process as needed to make sure that you collect information from all planners, faculty, and others
in control of educational content about:
all their financial relationships with ineligible companies
o within the 24 months prior to their involvement with an accredited CE activity
_ Use the correct and complete definition of ineligible company: Those whose primary business is producing,
marketing, selling, reselling, or distributing healthcare products used by or on patients.
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Thank You!

A recording of today’s webinar will be made available shortly.

Please send questions about the Standards for Integrity and
Independence to ceinfo@acpe-accredit.org.

For further information about CPE Standards and Policies, visit:

https://www.acpe-accredit.org/continuing-education-
provider-accreditation/




