STANDARDS FOR
COMMERCIAL SUPPORT:
Changes Have Been Adopted
- A Spring 2021 Update -

A NEW NAME ..… now called:
Standards for Integrity
and Independence in
Accredited Continuing Education
First adopted in 1992 and last updated in 2004 (17 years ago)

Intent
• Since the standards were last revised in 2004,
the health care ecosystem has changed
considerably, creating new challenges for
protecting CME from industry bias.
• The revisions made are intended to streamline,
clarify and modernize the Standards and
ensure that the accredited CME system delivers
on its promise to facilitate quality and unbiased
education to the profession in a changing
health care environment.

Trust is Core to the Value of
Accredited CME
Additionally, because health care professionals serve
as the legally mandated prescribers of medications, are
responsible for the use of many devices, and are
trusted authorities when advising patients, educators
must protect the learning environment from industry
influence to ensure the profession remains true to its
ethical commitments.
Excerpt from JAMA article by Graham McMahon, ACCME President;
JAMA. April 15, 2021; 325(18):1833-1834
https://jamanetwork.com/journals/jama/article-abstract/2778925

ACCME has published a
downloadable

Information Package
containing an introduction
to the new Standards,
a transition timeline, the
Standards at a Glance
noting changes, and full text
of the Standards
The following link can be used to
access this information.
https://accme.org/standards-resources

Let’s go to that link and
Listen to a Brief Introductory Video by
Graham McMahon, ACCME President

https://accme.org/standards-resources

Changes in Structure

New overview
(Preamble)
explaining
principles and
purpose of the
Standards

Changes in Structure (con’t)
• Re-organization of Standards based on
applicability (those applicable to all CME
listed 1st, followed by standards applicable
to programs that are commercially
supported)
• Policies & definitions integrated into the
Standards themselves (requirements all in
one place now)
• Brief introductions to each Standard

Changes in Terminology
• Eligible/Ineligible Companies replaces
term Commercial Interest
• Mitigate replaces term Resolve, in vetting
relevant financial relationships
• Accredited Continuing Education replaces
term Continuing Medical Education to be
inclusive of all health professions

With the new term

Accredited Continuing Education,

will we refer to this as ACE or CE in lieu of CME?
Per ACCME………..
This term is really for reference within the Standards, which are used by many
accreditors.
•
•
•
•
•
•

(ACCME) Accreditation Council for Continuing Medical Education
(ACPE) Accreditation Council for Pharmacy Education
(AAFP) American Academy of Family Physicians
(ANCC) American Nurses Credentialing Center
(COPE) Council on Optometric Practitioner Education
(JAICE) Joint Accreditation for Interprofessional Continuing Education

No changes have been made to the Accreditation Statement or the
Accreditation Statement Policy. The ACCME has chosen to use the term
accredited continuing education in the new Standards to be inclusive of all
health professions.
There is no expectation that providers will change their terminology. You may
continue to use the terms "continuing medical education" or "CME" as
appropriate. Providers should feel free to use any of the acronyms, depending
on their mission and the target audience they are reaching.

Let’s take a much closer look at the
changes to the Standards

Providers can IMMEDIATELY
stop complying with requirements
that have been removed
This includes the following:
• Individuals no longer need to disclose the financial relationships
of their spouse or partner
• A formal written policy on Honoraria & Expense Reimbursement
is no longer required, though providers still want to have a
process in place.
• Providers no longer need to identify, mitigate or disclose
relevant financial relationships for CME activities that are nonclinical in nature (i.e., leadership development, physician
burnout, financial wellness for physicians, etc.)

Eligibility Section
• Updated definitions of organizations that
are eligible and ineligible for accreditation
• Updated lists of type of organizations that
are eligible and ineligible
• Clarification about how corporate structure
affects eligibility (parent/subsidiary
companies)

Eligible Organizations

As the workplace of the pharmacist

Ineligible Companies
(formerly known as Commercial Interests)

Previous definition of a Commercial Interest:
Any entity producing, marketing, re-selling, or distributing health care goods or services,
used on, or consumed by, patients.

Owners and Employees
of Ineligible Companies
• Owners and employees of ineligible companies
are still considered to have unresolvable
financial relationships and must be excluded
from participating as planners or faculty.
• Ineligible companies are still prohibited from
engaging in Joint Providership with accredited
providers.
• Subsidiaries of an ineligible company cannot
be accredited regardless of steps taken to
firewall the subsidiaries.

Standard 1: Ensure Content is Valid
Applies to all accredited CE

• Incorporates/Replaces the current CME Clinical Content
Validation Policy.
• Clarifies that education is an appropriate place to discuss,
debate and explore new and evolving topics, but these
areas need to be clearly identified as such within the
program and individual presentations.
Providers must facilitate engagement with these topics
without advocating for, or promoting, practices that are
not, or not yet, adequately based on current science,
evidence and clinical reasoning. (i.e., CBD or legalized
marijuana)

Standard 2: Prevent Commercial Bias and
Marketing in Accredited CE
Applies to all accredited CE

• Updates and simplifies the guidance for independence.
• New: Prohibits faculty from promoting or selling products or services
that serve their professional or financial interests during accredited
education (i.e., book promotion; referral of patients).

– A faculty member can reference a book they’ve written, but no overt promotion
– Book sales would be allowed outside of the educational space; provider may
also raffle off a book

• New: Accredited providers must receive explicit consent from learners
before sharing their names or contact information with ineligible
companies or their agents.

– Accredited provider is expected to explain to learners that you intend to
share their information with an ineligible company. You can do that at
registration; however, the learner must have the ability to opt out and still
register for your activity.

Standard 3: Identify, Mitigate, and Disclose Relevant
Financial Relationships
Applies to all accredited CE

Simplified guidance on identifying, mitigating, and disclosing relevant
financial relationships, while at the same time adding more rigor to the
process.
COLLECTION
• New: Accredited providers must collect disclosure information from those
in control of content about ALL of their financial relationships with
ineligible companies. It is the accredited provider’s responsibility to
determine which relationships are relevant.

– Individuals (planners and speakers) must disclose regardless of their view
of the relevance of the relationship to education.
– Financial relationships are relevant if the educational content an individual
can control is related to the business lines or products of the ineligible
company.
– Example: If faculty advise they will not be discussing a company’s
products, but they will be talking about a therapeutic area of interest for
said company, providers must still disclose the relationships – they are
considered relevant.

Standard 3 (Cont’d): Identify, Mitigate, and Disclose
Relevant Financial Relationships
COLLECTION
•

New: Individuals must disclose relationships with ineligible companies
within the prior 24 months (changed from the current requirement of 12
months).
– You can choose whether to collect disclosure information when
planning each activity or on a periodic basis, such as annually. If
you choose to collect the information periodically, it is important to
ask the person to update the disclosure if anything changes.
– You will not be changing the frequency of disclosure collection, but
rather the “look-back” period.
• A disclosure form is one mechanism that providers might use.
Other examples could include:
• Collecting the information verbally and recording it in a spreadsheet,
table, or database
• Collecting disclosure information electronically (i.e, via e-mail, webbased form, or database)

Standard 3 (Cont’d): Identify, Mitigate, and Disclose
Relevant Financial Relationships
COLLECTION
•
•
•

Removed: Individuals no longer need to disclose the financial
relationships of their spouse or partner.
Clarifies that research grants from ineligible companies are financial
relationships that should be disclosed, even if the funds go to the
researcher’s institution and not to the individual researcher.
Clarifies that owners or employees of ineligible companies must be
excluded from controlling content. (Includes the 3 exceptions to this
exclusion, which should only be allowed cautiously.
1)
2)

3)

When the content of the activity is not related to the business lines or
products of their employer/company.
When the content of the accredited activity 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.
When they are participating as technicians to teach the safe and
proper use of medical devices, and do not recommend whether or
when a device is used.

Standard 3 (Cont’d): Identify, Mitigate, and Disclose
Relevant Financial Relationships
MITIGATION
• New: Accredited providers do not need to identify, mitigate, or disclose
relevant financial relationships for education that is non-clinical in
nature, or where the learner group is in control of content, such as
spontaneous case conversations among peers.
– Regularly scheduled series, case conferences, or tumor boards are not
considered “spontaneous case conversations among peers.” The
exception does not apply to conferences or rounds that have set times
and dates and have traditionally been planned as accredited CME.
– The exception is meant to apply to spontaneous learning opportunities
that previously might not have been considered CME, like team
huddles and impromptu leadership discussions. In these cases, with
the guidance of the CME Department, learners can describe the
learning opportunity (problem-in-practice and change that resulted) by
using the new Quick Tool, which provides a good framework for
spontaneous learning opportunities.

Quick Tool –
Part of the
ACCME’s new
Toolbox
This completed form provides
the necessary information to
demonstrate the professional
practice gap and underlying
needs, expected results,
appropriate format, changes
in learners, independence,
and administrative
information needed to award
credit to learners.

Standard 3 (Cont’d): Identify, Mitigate, and Disclose
Relevant Financial Relationships
MITIGATION – Point of Clarification
• For a journal-based CME activity, providers do not need to
identify, mitigate and disclose to learners the relevant financial
relationships for the authors and editors of the article.
– ACCME advises that process is handled by the journal editors.
Disclosure by authors is a standard component of published articles,
and the editorial review process manages that mitigation.
– The accredited provider does, however, need to identify, mitigate,
and disclose relevant financial relationships for those involved in
planning the journal-based CME activity (i.e., the person(s) choosing
the article(s) and/or writing the evaluation mechanism.)

Standard 3 (Cont’d): Identify, Mitigate, and
Disclose Relevant Financial Relationships
MITIGATION
• Reminder: It is important to mitigate relationships prior to the
individuals assuming their roles and take steps appropriate to that
role (steps vary between planners and speakers).

•

– Planners and other content experts can help determine relevance of
relationships, if necessary.
– Keep in mind that simply monitoring the CME content for commercial
bias at the time of presentation is not an acceptable mitigation
mechanism. (When providers identify relevant relationships, they must
direct authors/teachers to take actions to assist in the mitigation.)

Clarifies that providers should document the steps taken to mitigate
relevant financial relationships.
– A COI mitigation (resolution) form is one mechanism that providers
might use.
Other examples could include:
– Recording the steps you took in a spreadsheet, table, or database.
– Saving your conversation and steps you took in an email to planners or
faculty

COI Mitigation (Resolution) Spreadsheet
for Use with Individual Activities

COI Mitigation (Resolution) Form

Standard 3 (Cont’d): Identify, Mitigate, and Disclose
Relevant Financial Relationships
DISCLOSURE
• New: When disclosing relevant financial relationships to learners,
accredited providers must include a statement that “all relevant
financial relationships have been mitigated.”
• Reminder: Accredited providers must also still disclose the absence
of relevant financial relationships when there are none.
Learners must receive disclosure information, in a format that can be
verified at the time of reaccreditation, before engaging with the
accredited education.

Standard 4:
Manage Commercial Support Appropriately
Applies only to accredited CE that receives financial or in-kind support

•
•

Simplified guidance about decision-making and disbursement, agreements,
accountability, and disclosure to learners.
Clarifies that an accredited provider can sign onto an existing commercial
support agreement between an accredited provider and a commercial
supporter, by indicating its acceptance of the terms, conditions, and amount of
commercial support it will receive.

– Reminder: The accredited provider must disclose to the learners the name(s) of the
ineligible company(ies) that gave commercial support.
– It is best practice to disclose/acknowledge non-commercial support as well, but not
mandated.
– Reminder: A formal written policy on Honoraria & Expense Reimbursement is no
longer required.

NOTE:
• ACCME removed the proposed requirement prohibiting joint providers
from paying or reimbursing expenses to individuals such as faculty.

Standard 5:
Manage Ancillary Activities Offered in Conjunction with
Accredited Continuing Education
Applies only when there is marketing by ineligible companies or
non-accredited education associated with the accredited CE

•
•

Simplified, updated guidance about the separation of accredited and
non-accredited education
Clarifies that learners must be able to easily distinguish between accredited
education and other activities, such as non-accredited CE and marketing by
ineligible companies.

Standard 5 (Con’t):
Manage Ancillary Activities Offered in Conjunction with Accredited
Continuing Education
•

New: Defined how much time (30-minute interval) must separate accredited
activities from non-accredited activities if they are held in the same educational
space.
– What is the definition of educational space? …. Where the learner is
engaging with content, material and faculty.
– You do not need to wait 30 minutes after an accredited CE session before
opening exhibits in another room. The key with this window of time is ‘within
the same educational space.’
– Marketing and non-accredited education can take place at the same time
as accredited education as long as it is in a different room and is
clearly communicated to learners.
– There does not need to be a 30-minute interval between accredited
education and sessions that fit the exceptions listed in Standard 3 (ie,
legislative briefing or awards ceremony).

Standard 5 (Con’t):
Manage Ancillary Activities Offered in Conjunction with Accredited
Continuing Education
QUESTION: Does there need to be a 30-minute interval between accredited
and non-accredited education in virtual activities?
ANSWER: For live, online activities, if the learner will remain in the same
“virtual space” for a non-accredited session, then the provider must ensure that
there is a 30-minute interval before or after accredited education.
If the learner is required to leave the virtual space to transition between
accredited and non-accredited activities, and will need to take an action, such
as clicking a link that clearly communicates that they are leaving the accredited
education, then there is no time-interval requirement.

Tools and Forms
Tools have been developed to support providers
with the implementation of the new Standards.
We’ll go over those shortly.

Reorganization of ACCME Accreditation Criteria
With the update to the Standards, ACCME decided to simplify the organization
and naming of the Accreditation Criteria.

AT A GLANCE
•

Eliminated Accreditation Criteria 7-10: These criteria referred to the
Standards for Commercial Support. To simplify, they removed the
redundancy of embedding the Standards in the Accreditation Criteria.
C7: The provider develops activities independent of commercial interests
 Avoiding use of employees/owners of commercial interests (ineligible entities)
 Conflict of interest resolution (mitigation)
 Conflict of interest disclosure to learners
C8: The provider appropriately manages commercial support
C9: The provider maintains a separation of promotion from education
C10: The provider activity promotes improvements in health care and NOT proprietary interests of
a commercial interest (ineligible entity)

Reorganization of ACCME Accreditation Criteria
(continued)
• New structure: The Core Accreditation Criteria (formerly
Criteria 1–13) are reorganized and grouped into topic areas
to better reflect the Plan Do Study Act (PDSA) cycle, which is
the foundation of the criteria. ACCME refers to these as the
core criteria to differentiate them from the commendation
criteria.
• Keywords, not numbers: ACCME replaced the numbering
system with keywords to more clearly identify the purpose of
each criterion. This change applies to the Core Accreditation
Criteria and the Menu of Criteria for Accreditation with
Commendation.

New Look and Feel of the Core Criteria

You’ll notice the
crosswalk between
the old numbering
system and the new
topic areas.

Reorganization of ACCME Accreditation Criteria
(continued)
• No changes to the Core Accreditation Criteria: There are
no changes to the wording or expectations of the Core
Accreditation Criteria (formerly Criteria 1–13), except for the
removal of Criteria 7-10 and replacement of numbers with
keywords, as described above.
• Menu of Criteria for Accreditation with Commendation:
There are no changes to the commendation criteria, except
that the numbers have been replaced with keywords, as
described above. As before, compliance with the menu is an
option, not a requirement.

Reorganization of ACCME Accreditation Criteria
(continued)
• Compliance expectations: Providers will be evaluated for
compliance with the Core Accreditation Criteria, applicable
Standards for Integrity and Independence in Accredited
Continuing Education, and applicable policies.
• Data entry: ACCME plans to update the Program and
Activity Reporting System (PARS) and accreditation
management system in Summer 2021 to reflect these
changes.
We’ll be talking about THIS later in the day.

New Look and Feel of the Commendation Criteria

New Look and Feel of Document for
Menu of Commendation Criteria - Showing Critical Elements

One Year
Transition Phase
To facilitate the transition, ACCME has created the following timeline.
Requirements that have been removed:
Accredited providers can immediately stop complying with
requirements that have been removed from the Standards.
Requirements that are new or changed:
Accredited providers will be expected to comply with new or changed
requirements in the Standards by January 1, 2022.

The current Standards for Commercial Support
will remain in place for existing and any newly
accredited providers coming on board through

Reaccreditation Impact
•

•

•

Fall 2021: New Structured Abstract and new Self Study Report
forms will be published that begin to reflect the updated Standards
& Reorganized Criteria (for June 2022 cohort).
– Will have a key that includes crosswalk (i.e., Analyzes Change - formerly
known as C11)

January 2022: Providers expected to demonstrate compliance
with new Standards in all activities.

– So if you are planning activities now for 2022, ensure you are
incorporating the new Standards.
– ACCME expects accredited providers to take reasonable steps to
comply with the new Standards for activities tking place in 2021 that
will continue to be available in 2022 and beyond.
– For activities that were planned or released prior to 2021, ACCME
does not expect you to make changes to or obtain new disclosure
information from the individuals who were in control of content.

January 2022: When providers come up for re-accreditation they
will be held accountable for compliance with the old Standards only
in the requirements that are the same.

2021 Interviews - Things You Might See
Requirements that have been eliminated in the new Standards
are no longer going to be evaluated in decision-making,
effective immediately.*
Standard

3

Stop doing NOW

Expect to change in the future
(for activities after 1/1/2022)

Looking for Spouse or Partner on disclosure forms

3

Looking for disclosure form that includes 24 months and
revised definition of Ineligible Company

3

Must collect ALL (not just relevant) financial relationships

4

Looking for policy on honoraria and reimbursement

ACCME WEBSITE RESOURCES
ACCME has now replaced the old
Standards with the new on their
website and has begun using the new
terminology.

The old Standards can be found in
ACCME’s archives.

https://accme.org/accreditation-rules/standards-forintegrity-independence-accredited-ce

Tools have been developed to support
providers with the implementation of
the new Standards.

Now Back to Tools and Forms

The ACCME has provided a Toolkit of resources to assist providers in
transitioning to the new Standards.
The initial collection of tools focuses on:
• Standard 1: Ensuring Content is Valid
• Standard 3: Identifying, Mitigating, and Disclosing Relevant Financial
Relationships.
These 2 standards are applicable to all accredited providers, whether or
not commercial support is received. Use of these resources is completely
optional.

Key Steps for the
Identification, Mitigation, and
Disclosure of Relevant
Financial Relationships
A Checklist for CME Staff
providing an overview of the
3-step process and things that
are important to consider.
STEP 1: Before you begin
planning
STEP 2: Reviewing
disclosures and excluding
owners/employees of
ineligible companies
STEP 3: Determining which
relationships are relevant

Sample Letter to Explain
Why Financial Relationship
Information is Collected
At beginning of planning
process, sample language
CME providers can use to
communicate with
prospective planners,
faculty and reviewers.
•
•
•

Why they are receiving the
communication
Why the CME Office is
collecting this information
What the next steps are in
the process of mitigation

Template for Collecting
Information about All
Financial Relationships from
Planners, Faculty and Others
Basically a sample
Financial Disclosure Form
that you may adopt,
if desired.
Compare your process or
forms to this sample
template to collect the right
information about financial
relationships.

ISMA Financial Disclosure Form
ISMA did not adopt this form but did update ours to reflect changes in
the new Standards.
•
•
•

•
•
•

Did not change to term CE, but left CME (Continuing Medical Education)
Removed mention of and request for disclosure of spouse/partner
Removed columns in grid for Self vs. Spouse/Partner and added “Has
relationship ended?”
Changed look-back on relationships from 12 to 24 months
Changed section on Relevant Financial Relationships to All Financial
Relationships
Changed term “commercial interest” to “ineligible company”
Changed term “resolved” to “mitigated”
Updated Statements/Rules of ISMA Content Validation on form to include:

•

Within Glossary of Terms, updated:

•
•

–

–
–

Although accredited continuing education is an appropriate place to discuss, debate, and explore
new and evolving topics, these areas need to be clearly identified as such within the program
and individual presentations. It is the responsibility of the accredited provider to facilitate
engagement with these topics without advocating for, or promoting, practices that are not, or
not yet, adequately based on current science, evidence and clinical reasoning.

Definition of “Commercial Interest,” now called “Ineligible Entity”
Definition of “Relevant Financial Relationships”

ISMA Financial Disclosure Form

ISMA Financial Disclosure Form

Worksheet for the
Identification and Mitigation
of Relevant Financial
Relationships of Planners,
Faculty and Others
Takes the place of the
Flowchart for Resolution of
Personal Conflicts of Interest
You may adopt this form to
record/document how you
mitigated individual
relationships, if you desire.

Examples of Communicating
Disclosure to Learners
Uses sample terminology for
disclosure statements when
there are no relevant
relationships
AND
when there are relevant
financial relationships,
in a format that can be verified
at the time of reaccreditation.
Remember that disclosure
must be provided to learners
before engaging with
accredited education.

Guidance for Planners, Authors
and Faculty: Ensuring Clinical
Content is Valid
A sample template to
communicate expectations to
planners, authors and faculty
in the planning stage to ensure
valid clinical content for the
accredited education
they will be developing.
ISMA communicates the
majority of this information
within the Statements/Rules of
ISMA Content Validation on pg. 2
of our Financial Disclosure Form.

Template for Peer Review:
Ensuring that Clinical
Content is Valid
An example of a tool to
facilitate peer review to ensure
that clinical content is valid.
The questions direct reviewers
to share feedback about each
of the requirements that
comprise Standard 1.
ISMA will continue to use
our own existing
Content Review Form.

Quick Tool for Planning
Accredited Continuing
Education
You can adopt this tool to
simplify educational planning
when identification, mitigation,
and disclosure are not
required.
(Non-Clinical or Spontaneous CME)

ISMA is adopting this form!

Transition Checklist
ACCME and ISMA encourage
you to begin working on your
transition plan now.
There is a checklist to help you
get started.
https://accme.org/publications/standa
rds-for-integrity-and-independencetransition-checklist-pdf

It contains all the factors for
you to consider:
• Review your processes…….
• Change your forms…………
• Communicate to faculty……

ISMA WEBSITE RESOURCES
ISMA’s CME OneSource contains updated forms and other documents.
Providers may adopt and adapt them for their own use if so desired.
https://www.ismanet.org/ISMA/Education/CME_OneSource/ISMA/Education/CME_OneSource

Here’s What ISMA Updated
•
•
•
•
•
•

CME Intake Form (used with JP’s or internal departments)
Financial Disclosure Form
CME Application & Planning Worksheet
Marketing Guidelines
Financial Disclosure Grid
Joint Provider Activity Guide & Checklist

CME OneSource
https://www.ismanet.org/ISMA/Education/CME_OneSource/ISMA/Education/CME_OneSource
Joint Providership Documents
https://www.ismanet.org/ISMA/Education/CME_OneSource/Joint_Providership
Accreditation Requirements
https://www.ismanet.org/ISMA/Education/CME_OneSource/CME_Accreditation_Requirements
ShapeUpCME
https://www.ismanet.org/ISMA/Education/CME_OneSource/ShapeUpCME/
ShapeUp CME was a 2014 project, in collaboration with Indiana’s CME providers, to produce a
streamlined set of ACCME-compliant forms which could be quickly accessed and utilized for CME
activities within any hospital or healthcare organization.

Many of these will be outdated with implementation of the new Standards.

