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\ Standards for Commercial Support, 5.1: Independence

1. What is a commercial interest? (SCS 5.1a)

At the January 2008 ACPE Board of Directors Meeting, the members approved adoption of the
Accreditation Council for Continuing Medical Education’s (ACCME’s) updated policies released in
August 2007 including the updated definition of a commercial interest. A ‘commercial interest’ is any
entity producing, marketing, reselling, or distributing health care goods or services consumed by, or used
on, patients. Providers of clinical service directly to patients are not ‘commercial interests.’

2. Why will ACPE not allow commercial interests to act as cosponsors? (SCS 5.1b)
Cosponsors are educational partners and are expected to routinely have a role in making decisions about
the elements specified in SCS 5.1a.

3. ACPE defines a ‘commercial interest’ as "any entity producing, marketing, re-selling, or
distributing health care goods or services consumed by, or used on, patients.” Providers of clinical
service directly to patients are not ‘commercial interests.” If an accredited provider believes that its
1) organization is now defined as a commercial interest, what action(s) does the ACPE recommend
in order to ensure independence and continued eligibility for accreditation? (SCS 5.1a)

The ACPE expects that providers will make changes to their organizational structure so that the CPE
program is independent from the organization that markets, re-sells, or distributes health care products
and services. In this way, the following decisions are made free of the control of the commercial interest:
(a) identification of CPE needs; (b) determination of educational objectives; (c) selection and presentation
of content; (d) selection of all persons and organizations that will be in a position to control the content of
the CPE; (e) selection of educational methods; and (f) evaluation of the activity.

The independence of the CPE program from the commercial interest can be accomplished in different
ways. An example of an organizational structural change would be when an accredited provider that is a
corporation sets up two additional wholly owned corporations: one corporation that markets, re-sells, or
distributes health care products or services and the CPE corporation that does not market, re-sell, or
distribute health care products or services. The corporation that is the CPE provider: 1) is not owned or
controlled by a commercial interest; 2) has separate management; 3) is the employer of record; 4) has a
governance structure separate from the governance structure of the commercial interest; and 5) receives
any funds from a commercial interest only as commercial support.

4. How will the change in the definition of a commercial interest announced in February 2008
affect already accredited providers that might be owned by a commercial interest? (SCS 5.1a)
The ACPE will work individually with accredited providers that might be affected by this definition as
they transition to an independent corporate structure that is acceptable in the context of the ACPE’s
Standards for Commercial Support. It is ACPE’s expectation that any accredited provider that is, or is
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currently owned by, a commercial interest will transition to a different corporate structure (or will
withdraw from accreditation).

5. The August 2007 definition of ‘commercial interest’ seems to lump the people that secure the ads
for the journal [i.e., publishers] into the camp of ""promotion.™ Are entities that publish journals
commercial interests? (SCS 5.1a)

No. The ACPE has never intended that organizations (e.g., text-book/journal publishing company,
specialty society) or people in organizations that are responsible for the production, layout,
administrative, and operational aspects of a medical journal or text-book be defined as commercial
interests. These organizations or people may sell advertising space to entities that are commercial
interests, but that does not make them involved in the marketing of a commercial interest’s product. The
person or organization that creates or buys the advertising space on behalf of a commercial interest is
involved in marketing.

However, the people that are publishers and the people that are executives of accredited providers that
generate income from the sale of advertising and promotional space have financial relationships with
commercial interests as a result of these transactions. The ACPE does consider these financial
relationships to create conflict of interest in CPE if, or when, the publisher and/or executive have control
of CPE content. As for all such conflicts in CPE the accredited provider will be expected to have
mechanisms in place to identify and resolve these conflicts of interest as necessary. (See ACPE
Standards for Commercial Support, Standard 5.2 for more information.)

6. Can an accredited provider ask a commercial interest for suggestions related to topics or
speakers for CPE? (SCS 5.1a)

No. There is no reason for the CPE provider to request suggestions for speakers or topics from
commercial interests -- since it is unacceptable to act upon their suggestions. The ACPE believes that
CPE can receive commercial support from industry without receiving any advice or guidance, either
nuanced or direct, on the content of the activity or on who should deliver that content. If the provider
implements the suggestions of the commercial interest then this creates the situation where the
independence of CPE from the commercial interest is seriously undermined. The provider must ensure
that the content of the CPE remains beyond the control of any commercial interest. The process to
develop the CPE must be independent of any commercial interest. Accredited providers must not allow
commercial interests to directly (SCS 5.1a) or indirectly (SCS 5.3b) control the content of CPE.

7. What is the Provider to do if a commercial supporter of an activity says the content of the
activity is not accurate -- or unreasonably favors their product? (SCS 5.1a)

There is no CPE reason for commercial supporters to review and comment on CPE content prior to its
delivery to learners. The ACPE believes that CPE can receive commercial support from industry without
receiving any advice or guidance, either nuanced or direct, on the content of the activity or on who should
deliver that content.

As has always been the case, issues could be brought directly to the ACPE by commercial supporters if
commercial supporters believe that a provider does not meet ACPE’s expectations under the ACPE
Standards for Commercial Support (e.g., freedom from bias, balance, or the ACPE Content Validation
Policies). This will contribute significantly to the ACPE’s ability to enforce its policies.
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\ Standards for Commercial Support, 5.2: Resolution of Personal Conflicts of Interest

QUESTIONS RELATED TO SCS 5.2a

1. Canindividuals disclose relevant financial information to a provider verbally?

Yes. Verbal disclosure to the provider is acceptable as long as the provider can verify for ACPE at
accreditation what information was collected for the conflict of interest identification and resolution
processes.

2. Isit necessary to collect disclosure information on relevant financial relationships from a
speaker each and every time the speaker participates in a CPE activity?

No. It is not necessary to collect disclosure information on relevant financial relationships from a speaker,
planner, or author each and every time that individual has control over the content of a CPE activity. The
provider must be able to show ACPE that everyone who has control of CPE content has disclosed all
relevant financial relationships with any commercial interest to the provider. Disclosure can occur by the
provider utilizing disclosure information from a database, previous CPE activities, or another institution
and then verifying that those relationships (or lack of relationships) are current and applicable to the
applicable CPE activity.

3. What financial relationships need to be disclosed to the accredited provider?

Individuals need to disclose relationships with a commercial interest if both (a) the relationship is
financial and occurred within the past 12 months and (b) the individual has the opportunity to affect the
content of CPE about the products or services of that commercial interest.

Financial relationships are those relationships in which the individual benefits by receiving a salary,
royalty, intellectual property rights, consulting fee, honoraria, ownership interest (e.g., stocks, stock
options or other ownership interest, excluding diversified mutual funds), or other financial benefit.
Financial relationships are those relationships in which the individual benefits by receiving a salary,
royalty, intellectual property rights, consulting fee, honoraria, ownership interest (e.g., stocks, stock
options or other ownership interest, excluding diversified mutual funds), or other financial benefit.
Financial benefits are usually associated with roles such as employment, management position,
independent contractor (including contracted research), consulting, speaking and teaching, membership
on advisory committees or review panels, board membership, and other activities for which remuneration
is received or expected. ACPE considers relationships of the person involved in the CPE activity to
include financial relationships of a spouse or partner. The ACPE has not set a minimum dollar amount for
relationships to be significant. Inherent in any amount is the incentive to maintain or increase the value of
the relationship.

4. When do relationships create **conflicts of interest?"

ACPE considers financial relationships to create actual conflicts of interest in CPE when individuals have
both a financial relationship with a commercial interest and the opportunity to affect the content of CPE
about the products or services of that commercial interest.

5. Where is the ‘conflict?’

When the provider’s interests are aligned with those of a commercial interest the interests of the provider
are in ‘conflict” with the interests of the public. The interests of the people controlling CPE must always
be aligned with what is in the best interests of the public.

6. How do these circumstances create a conflict of interest?
The potential for increasing the value of the financial relationship with the commercial interest creates an
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incentive to influence the content of the CPE — an incentive to insert commercial bias. Commercial bias is
prohibited in CPE.

7. If at the first planning meeting for a CPE activity, all committee members are asked to disclose,
and each member responds that he/she has nothing to disclose (or disclose something), and this
information is reflected in the minutes of the meeting — is that enough documentation that
disclosure was sought?

Yes. That documentation would help verify that the first step of a mechanism for identifying conflicts of
interest is in place. That would document for ACPE that the provider knew the relevant financial
relationships of the Committee members.

8. Following up on that question, do we need committee members to sign a disclosure statement at
every meeting while planning the same activity?

No. Compliance with the standard requires that disclosure is made. Disclosing the same information
repeatedly to the same provider is not necessary. With the original disclosure information, the provider is
able to implement its mechanism to resolve any conflicts of interest.

QUESTIONS RELATED TO SCS 5.2b

9. Is failure to return or provide disclosure information on relevant financial relationships the
same as a refusal to disclose?

Yes. Refusal to disclosure is not limited to the explicit act of saying "no" to a provider's request for such
information. Unresponsiveness that precludes the provider from implementing a mechanism to identify
and resolve COI is equivalent to a refusal.

10. Is it acceptable to provide some latitude in disqualifying individuals who *"refuse™ to disclose by
giving everyone one chance to refuse to disclose before actually disqualifying them?

No. ACPE expects providers to disqualify all individuals each time they refuse to provide information on
their relevant financial relationships.

11. What do we do when we appoint a person to speak at the last minute and when the person
arrives at the activity they refuse to disclose relationship information?

You must not carry on with the activity under these circumstances. The person cannot participate if they
refuse to disclose because conflicts of interest can neither be identified nor resolved.

QUESTIONS RELATED TO SCS 5.2¢c

12. Can a provider leave it up to an individual who controls content to determine if his/her relevant
financial relationship creates a conflict of interest that needs to be resolved?

No. The provider cannot delegate the responsibility for resolving the conflict of interest to the person with
the conflict of interest. However, an individual who controls CPE content can be involved in the
mechanism by being expected to take specific actions to resolve his/her conflict (ex: removing bias, using
an evidence-based approach) under the supervision of the provider.

13. Can a provider choose to implement a mechanism to resolve conflicts of interest only for
relationships they deem to have created "'substantial'* conflicts of interest?

No. If there is any relevant financial relationship, there is a conflict of interest. A mechanism to resolve
conflicts of interest must be implemented in all such cases.
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14. What do we do when we appoint a person to speak at the last minute and we have not had time
to analyze disclosure information, never mind try to resolve any conflicts of interest?

It is reasonable to expect that providers would have plans to manage this contingency as part of their
institutional mechanisms for resolving conflicts of interest. Each provider is free to develop the strategy
that best suits their circumstances.

15. What if, based on the disclosure information that we collect, we believe there is a conflict of
interest? Does ACPE have any examples of mechanisms to resolve conflicts of interest?

Please keep in mind that these are only suggested mechanisms. Each provider will want to design and
adopt a mechanism that works best for its structure and type of activities. The intent of the Standards is
that any content about products is aligned with the best interest of the pharmacist learners, pharmacy
technicians and their patients. Some suggestions are:

a. ""Peer review' of CPE is often already in place and is a mechanism to resolve conflict of
interest: Scientific abstracts or free-standing papers or articles in enduring materials are often
already peer reviewed or judged against predetermined criteria to ensure the data supports the
conclusions before they are accepted for presentation or publication. When people have
relationships but are presenting the abstract or paper within a peer review process, the conflict
may well be resolved by that peer review process. Similarly, groups of people working together
to do reviews of activity content prior to publication can resolve conflicts of interest by ensuring
the content is valid and aligned with the interest of the public. Multiple levels of peer review to
validate content are also effective mechanisms for resolving conflict of interest.

b. Inthe presence of some form of oversight by the provider, referencing the ""best available
evidence'' is also an important mechanism for resolving conflict of interest. Consider the
situation where a person who does promotional education on a particular drug for a commercial
interest is asked to analyze an important, very new, clinical trial report on that drug and present
recommendations for how to use that drug in clinical practice. The content of the activity (in this
case the faculty recommendations) can be aligned with what is in the best interests of the public
by the teacher referencing the best available evidence in the literature, the grade or level of that
evidence and by identifying the conclusions that the evidence support. Through integrating what
this best available evidence supports with what the new study has revealed the person can go on
to draw conclusions or formulate recommendations. When nested within some form of peer-
review or oversight process there is even external validation of the conclusions.

16. How does a provider implement a mechanism for resolving conflicts of interest? It all seems
very abstract and daunting, and seems to imply that experts with financial relationships must be
excluded.

What follows is an example of how several tactics can be tied together by the provider into a mechanism
to resolve conflicts of interest that could demonstrate the provider’s compliance with the ACPE
requirements, and preserve participation of experts with financial relationships.

1. Determine through disclosure mechanisms if those involved in planning or presenting content
within a CPE activity have financial relationships related to that content.

2. If planners, presenters or authors have financial relationships that create conflict of interest,
a. The conflict can be resolved by an effective peer review of content prior to presentation or

publication to ensure the content is valid and aligned with the interest of the public. Various
methods of peer review to validate content can be effective mechanisms for resolving conflict of
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interest. One way to resolve the conflict of interest is to have scientific abstracts or free-standing
papers or articles, peer reviewed or judged by commercially disinterested peers before they are
accepted for presentation or publication.

b. In addition, requiring that all financial relationships be disclosed prior to an activity will alert
participants (audience, readers) of the potential for conflict of interest and commercial bias.
Participants should be asked to evaluate the objectivity of the presentation or publication,
and to identify any perceived commercial bias.

c. Also, presenters, authors, planners and reviewers could be instructed to reference the best
available evidence.

17. If disclosure information cannot be analyzed in a timely fashion, is it appropriate for the
activity or presentation to go on without formal CPE credit?

ACPE has never recommended withholding CPE credit at the last minute as an alternative to producing
CPE that is in compliance with accreditation requirements. It does not seem fair to the physician learners.
Assuming that in this scenario there is financial relationship information to disclose to the learners, a
mechanism to resolve conflicts of interest could still be put in place. For example, the participants could
be asked to evaluate the objectivity of the presentation and the Provider could make it clear to the faculty
that there is an expectation that the information presented must be based on evidence as accepted in the
literature by the healthcare professions.

18. Could a faculty disclosure/attestation form be used as a part of a mechanism to identify and
resolve conflicts of interest?

Yes. A form could be a tool for collecting data and helping to identify individuals who control content
within an activity who have no relevant financial relationships and those who do have relevant financial
relationships. A form may also serve to inform faculty/authors about a provider’s expectations of the
faculty/authors in the context of the provider's plans for identifying and resolving conflict of interest.
Merely the existence of a form, however, does not in itself meet the ACPE's requirements for resolving
conflicts of interest. The ACPE expects that individuals might be directed to take action by a
disclosure/attestation form...and those actions would represent the provider's mechanism(s) to resolve
conflicts of interest. For example, the disclosure/attestation form may ask those who control content and
have conflicts of interest to base their presentations on the best available evidence and be prepared to
have some or all of their materials reviewed by peers. In this example, the use of the disclosure/attestation
form allows for and serves to document compliance with SCS 5.2a (identifying conflicts of interest) and
the actions of those who are directed by the form demonstrate compliance with SCS 5.2¢ (implement a
mechanism to resolve conflicts of interest).

19. Can faculty take an active role in the provider's mechanism(s) to resolve conflicts of interest?
Yes. Resolving conflicts of interest means individuals taking explicit actions prior to the educational
activity to create CPE content that is valid and free of commercial bias -- even in the presence of relevant
financial relationships. In the construct of the current CPE system, the development and presentation of
CPE content is most often the responsibility of faculty/authors. Therefore, the ACPE considers
faculty/authors to be a part of the accredited provider. So, when the provider directs faculty/authors to
take actions to assist in the identification and resolution of conflict of interest, a provider's mechanism is
being implemented. The provider might then monitor the effectiveness of the actions taken by the
faculty/authors to resolve conflicts of interest. Keep in mind that simply monitoring the CPE content at
the time of presentation is not and cannot be the resolution mechanism.

20. We use ""peer review'" as our mechanism to resolve conflicts of interest. We read the content of
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each presentation, looking for commercial bias and content that is not supported by evidence. Does
this resolve conflict of interest?

No . "We read the content of each presentation, looking for commercial bias and content that is not
supported by evidence" is a mechanism to identify commercial bias and invalid content but it does
nothing to change the content so that the bias is gone and the content is valid. As described, it is a
monitoring or screening process. If used before the activity it is a screening process -- and action needs to
be taken to revise the content if commercial bias or invalid content are identified. If used after the activity,
it is a monitoring process -- and could produce information on the effectiveness of the provider's
mechanism to resolve conflicts of interest. System improvements may follow, if warranted.
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\ Standards for Commercial Support, 5.3: Appropriate Use of Commercial Support

QUESTIONS RELATED TO SCS 5.3a

1. Can a provider offer commercial interests different levels of designation for different amounts of
commercial support, e.g., gold, silver, and bronze categories for commercial support at three
different levels?

Yes. A provider can implement practices to designate different categories of commercial supporters for
different amounts of commercial support.

2. What is ""commercial support?"
Commercial Support is financial, or in-kind, contributions given by a commercial interest, which is used
to pay all or part of the costs of a CPE activity.

3. Can the commercial support be spent directly by the commercial supporter on costs (i.e.
honorariums, meals, etc.) related to the CPE activity?

No. The commercial support must go first to the provider or a provider’s cosponsor or a provider’s
educational partner.

QUESTIONS RELATED TO SCS 5.3b

4. Can a commercial supporter direct the content of CPE?

No. The provider must ensure that the content of the CPE truly remains beyond the control of the
commercial supporter. The process to develop the CPE must be independent of the commercial interest.
Providers must not allow commercial supporters to directly (SCS 5.1a) or indirectly (SCS 5.3b) control
the content of CPE.

5. How should an accredited CPE provider respond to a request by a commercial supporter to
review materials for an upcoming CPE activity?

Under ACPE Standards and policies, there is no requirement for an accredited provider to share the
content of an independent CPE activity prospectively or retrospectively with any person or organization.
An accredited provider would be out of compliance with SCS 5.1a and 5.3b if it were obligated to allow a
content review by a commercial supporter as a condition of its contributing funds or services.

QUESTIONS RELATED TO SCS 5.3c

6. Can there be commercial support that the provider does not know about?
No. The provider or its agents (e.g., staff, managers, educational partners or cosponsors) must decide
what commercial support will be accepted and how it will be spent or used.

7. How does the CPE provider pay for its services in the production and distribution of a CPE
activity? Can they take a portion of the grant monies to pay for their activity-related expenses, e.g.,
statements of credit, mailings?

Yes. The funds from commercial support may be used by the provider to pay for the cost of the activity
including for example, the distribution of statements of credit and other mailings, as required.
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QUESTIONS RELATED TO SCS 5.3d,e,f

8. As more commercial interests are moving to online and electronic commercial support
application processes, is there any type of confirmation or verification regarding the written
agreement for commercial support that can be used as a surrogate for a signature?

Yes. ACPE accepts electronic signatures as evidence that written agreements are signed. In addition,
ACPE has received a few examples of online and electronic commercial support application processes
that provide a structure and specific terms that meet ACPE’s expectations for written agreements. ACPE
is continuing to review commercial interests’ online and electronic application processes and requests that
providers contact ACPE if the need arises for affirmation of the adequacy of a specific online system in
fulfilling ACPE’s requirements for a written agreement and/or signature(s) on the agreement.

However, a provider will be found in Noncompliance with SCS 5.1a and SCS 5.3b if the provider enters
into a commercial support agreement where the commercial supporter specifies the manner in which the
provider will fulfill the requirements of the ACPE’s Policies and Standards.

9. Must the commercial support be given as a single lump sum grant or payment?
No — commercial support does not have to be in a single payment or grant.

10. Can you tell us what elements must be included in the written agreement?
When there is commercial support there must be a written agreement that,

e Itemizes how the provider will use the commercial support in the development and presentation
of the CPE activity;

e Itemizes the organizations involved in the activity (e.g., cosponsors, education partners,
managers);

e Specifies the organizational name of the commercial interest(s) that supplied the funds;

o Specifies what funds or in-kind services will be given by the commercial supporter to support the
provider’s activity; and

e Issigned and dated by the commercial interest and the accredited provider prior to the activity
taking place.

11. Can the commercial supporter require that the payment of the funds to the provider be
conditional upon the provider delivering the activity, as promised?
Yes.

12. Can a commercial supporter require in the written agreement that unexpended funds be
returned to the commercial supporter?
Yes.

13. Can we use a letter of agreement written by a commercial supporter?
Yes. The agreement must describe the terms, conditions and purposes of the commercial support grant
and be signed by the commercial supporter and the accredited provider.

14. Can a commercial supporter stipulate that if they do not approve of what was said -- or what
will be said — that they will not pay the commercial support?

No. This stipulation implies a control of content and acts as a disincentive to professional autonomy that
is unacceptable in continuing pharmacy education.
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15. When an accredited provider is working in cosponsorship or has designated a third party to
receive and disburse commercial support funds for a CPE activity, what organization’s names and
signatures must be included on the written agreement for commercial support? What is the time
frame in which the written agreements must be signed?

ACPE expects that written agreements for commercial support will:

e be between the accredited provider and commercial supporter. (This means that the accredited
provider’s name and commercial supporter’s name must be included in the written agreement as
the parties entering into the agreement for commercial support.)

e include the name of the cosponsor or third party that would be receiving and disbursing the funds
(when applicable).

e be signed by both the accredited provider and the commercial interest providing the commercial
support. Third parties and/or cosponsors may also sign the written agreement but may not sign it
instead of the accredited provider.

e be signed prior to the activity taking place.

16. What does ACPE mean by ‘control’ in its expectation that a provider make certain decisions
free from the ‘control’ of a commercial interest?

ACPE expects that the provider makes decisions related to the planning and implementation of CPE
activities without being directed or influenced by commercial interests.

17. Can an accredited provider be added as a party to a written agreement for commercial support
after the original agreement was executed?

Yes. An accredited provider can fulfill the expectations of SCS 5.3d to 5.3f by adopting a previously
executed agreement between an accredited provider and a commercial supporter and indicating in writing
their acceptance of the terms and conditions specified and the amount of commercial support they will
receive.

QUESTIONS RELATED TO SCS 5.3g,h

18. Why is ACPE requiring that providers have their own policies and procedures governing
honoraria?

ACPE intends for the CPE provider to be the one to decide how much people are paid for their services as
planners, faculty, and authors in CPE activities.

QUESTIONS RELATED TO SCS 5.3i

19. Can a commercial supporter supplement their contributions to the activity by additional direct
payments to people involved in the activity?

No. All commercial support must be stipulated by a written agreement and must flow through the
provider and/or its educational partner. Only the provider and/or its educational partner can make
payments to people for their role(s) in the activity.

QUESTIONS RELATED TO SCS 5.3j

20. Can providers pay some of the expenses of people who are both faculty and learners?
Yes — but CPE providers need to be sure that these people have bona fide faculty roles. It is unacceptable
for anyone other than the provider, or its agents, to receive direct financial benefit from commercial
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support.

QUESTIONS RELATED TO SCS 5.3k

21. How can meals or social events compete with educational events?
Meals or social events compete with educational events when they happen at the same time in a different
location or when they are the main attraction at the educational activity.

22. How can meals or social events take precedence over educational events?

Using commercial support to pay for modest meals and social events at CPE activities has been allowed
for years. However, providers must separate the serving of the meal and/or social event with the
education.

23. Are meal-time speakers prohibited?
No they are not prohibited. Working and learning through meal time is an efficiency often included in
bona fide CPE activities.

QUESTIONS RELATED TO SCS 5.3|

24. Whose expenses can be paid for out of the commercial support?

Commercial support underwrites the provider’s expenses for developing and presenting an activity.
Commercial support can be used to pay for the expenses of faculty and authors as well others who are
working for the provider on the activity.

25. Many providers produce CPE activities paid for entirely by commercial support with no
charge to the participants. Typically these activities include a modest meal. Commercial support
has been used to pay for this meal as part of the activity. Are meals still allowed as part of CPE
activities?

Yes. ACPE considers meals arranged by the provider in conjunction with an activity to be an appropriate
part of the expenses of a meeting and can be paid for out of the commercial support. As a reminder,
serving of meals should not interfere with the educational session.

QUESTIONS RELATED TO SCS 5.3m

26. What kind of documentation of commercial support is expected?
ACPE expects to be able to review income and expense statements for all CPE activities. These
statements must reflect:

e Significant sources of income: Including income from commercial support, advertising and
exhibit fees, tuition and registration fees, internal budget allocations and any other source that
represents greater than 20% of total income.

e Significant expenses: Including staff salaries, meeting costs, honoraria, faculty travel expenses
and any other item that represents greater than 20% of total expense.

27. Can a commercial supporter ask for an accounting of how their commercial support has been

spent?
Yes. It is appropriate for an accounting of how the commercial support has been spent to be included in
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the written agreement between the provider and the commercial supporter.

28. Does an accredited provider have to give a list of its participants to its commercial supporters?
No. The ACPE has no specific policy on this matter. The decision is an organizational one for the
provider.
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Standards for Commercial Support, 5.4: Appropriate Management of Associated Commercial
Promotion

QUESTIONS RELATED TO SCS 5.4a

1. Isit acceptable to say, ""In exchange for $5,000 of commercial support we will produce the CPE
activity and as a commercial supporter you will get an acknowledgment and a 4 x 4 sq ft booth in
the exhibit hall. In exchange for $25,000 of commercial support, we will produce the CPE activity
and you will get an acknowledgment and a 20 x 20 sq ft booth in the exhibit hall along with the
opportunity for your sales staff to promote your products at an evening reception*?

No, in this scenario the commercial interest is giving commercial support and getting promotional and
sales opportunities. Opportunities for advertising and promotion are being purchased with commercial
support and have become a condition of the support. Both of these are Not in Compliance with this
Standard.

The commercial interest should buy advertising and promotion opportunities with resources designated
for that purpose. If an agreement for advertising or promotion is struck between the two parties it must be
outside the written agreement for commercial support described in Standard 5.3 of the SCS.

With respect to commercial support, the terms and conditions of the support must be described in a
written agreement between the accredited provider and the commercial supporter as delineated in
Standard 5.3 of the SCS. Any event or product that contains advertising or promotional opportunities
must not be part of the educational CPE activity and must not be paid for by commercial support.
Normally these are assigned to the "exhibit hall," advertising pages or screens or promotional receptions
or meals, all of which are clearly identified as such by the learner.

2. Are advertising and exhibit opportunities always to be offered to commercial supporters?
No. Payment and arrangements for advertising and exhibits are separate, business transactions. They are
payment for the sale of promotional space.

3. Is the provider responsible for the content of advertising and exhibits?

No. The provider is not accountable to the ACPE for the content of advertising and exhibits. The
information transferred in an advertisement or exhibit is not part of the provider's program of continuing
pharmacy education activities.

QUESTIONS RELATED TO SCS 5.4b

4. Does SCS 5.4b represent a change for enduring materials?

This is a more detailed description of the requirements that must be followed if there is advertising in
enduring materials. There can be advertising before and after the CME content of an enduring material
but those advertisements cannot be related to the content of the CME and cannot have been paid for by
the commercial supporter.

5. Where can providers put advertisements in printed enduring materials and printed journal-
based CPE and still be in compliance?
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e In journal-based CPE there cannot be an advertisement within the pages of the article on which
the activity is based. There can be advertisements between articles.

¢ Inaprint enduring material there can be advertisement at the end and the beginning of the CPE
content but nowhere else in the enduring material.

6. What does ACPE mean by space or place?*

Twenty years ago, most CPE occurred in a lecture hall. Now, learning activities occur in many different
environments including electronic media, and ACPE intends that all of these places and spaces of CPE
activity need to be protected from encroachment by advertising, sales or promotional activity.

QUESTIONS RELATED TO SCS 5.4c

7. What can and what cannot have advertising?

ACPE insists on the separation of education from all promotional activities, materials and messages.
Many providers create a print or text based document that goes along with an activity and provides
information that is supplementary to the education content — like reproductions of slides, graphics or other
handouts. These documents, in print or electronic, are an integral part of the education and as such cannot
have any advertising, trade name or a product-group message associated with them.

8. Our program book has abstracts in it but we give no CPE credit for the abstracts — there is no
problem having advertising in the program book — correct?

It depends on what the Program Book, with abstracts, is used for in relation to the CPE activity. If the
abstracts are referenced during the activity or serve as a component of the content, then there can be no
advertising in the Program Book. If the abstracts are not referenced as part of the CPE content, and appear
in the Program Book with all other logistical information about the activity, then there can be advertising.

QUESTIONS RELATED TO SCS 5.4d

9. Does SCS 5.4c¢ refer to what we call a "'program book"'?
Yes. It contains logistical and organizational information and not education materials. It contains maps
and floor plans but not slides and not abstracts.

QUESTIONS RELATED TO SCS 5.4e

10. Does this mean that ACPE is prohibiting commercial supporters and other commercial
interests from distributing CPE enduring materials to physicians?

No. The regulation of commercial interests' promotional activities is not within the scope of ACPE’s
responsibility. SCS 5.4e is about the providers' role in separating promotion from education. ACPE is
asking accredited providers to use their own distribution channels for CPE activities. For example, having
a CPE enduring material created so as to be used in promotional visits to physicians' offices is not in
keeping with the concept of separating CPE from promotion.

11. Can the provider use a commercial supporter to distribute promotional materials for CPE
activities, e.g., ""save the date cards, brochures?*
Yes.

12. What if a commercial entity is interested in buying a CPE product and approaches the CPE

provider? Is it acceptable to sell the product to it?
Yes. A provider would not be out of compliance with the Standards for Commercial Support.
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13. Can a CME provider distribute its CME activity via a television channel, website, or other type
of communications vehicle that is owned by a commercial interest?

No. Communication or distribution mechanisms that are owned or controlled by a commercial interest
cannot be used to transmit or distribute continuing medical education activities to learners (e.g., a cable
TV network or website owned and controlled by a commercial interest).

14. Can representatives from a commercial supporter be in the room during the educational
session?

Yes. Representatives from a commercial supporter may be in the room during the educational session,
however, cannot promote any product.

15. Can sales representatives distribute CE offerings?
Sales representatives should not be involved in audience selection decisions. The provider is cautioned to
using sales representatives as distributors of CE offerings. The goal is to avoid any perception of bias.

16. Can a continuing education offering be conducted in an exhibit hall?
No. Continuing education activities should not be offered in an exhibit hall. Education should be kept
separate from any type of promotional influence.

17. Can a commercial sponsor have a table to promote products in the same room as the
educational session?

No, education must be separate from promotion. Promotional materials must be out of the room and not
necessarily in one’s path so as to perceive possible commercialism.
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\ Standards for Commercial Support, 5.5: Content and Format Without Commercial Bias

QUESTIONS RELATED TO SCS 5.5a

1. What if an activity does in fact imply that a certain product or service is better than another?
CPE exists to support the practice change and learning -- so as to increase the pharmacists’ ability to
participate in providing quality healthcare or improved healthcare. ACPE expects that providers will
always be able to demonstrate how each activity contributes to quality and/or improvement in healthcare,
and is, therefore, aligned with what is in the best interest of the public.

2. Since the updated SCS do not mention off-label usage, does that mean that disclosure for off-
label uses is no longer required or that discussion of off-label uses is not allowed in a CPE activity?
Discussion of off-label uses are certainly allowed in CPE activities. However, providers are no longer
required to have a mechanism in place to ensure that off-label or investigational uses are disclosed as
such. ACPE encourages providers to guide faculty to include the level of evidence regarding all clinical
and therapeutic recommendations for educational activities. Specifically, all the recommendations
involving clinical medicine in a CPE activity [are] based on evidence that is accepted within the
profession of medicine as adequate justification for their indications and contraindications in the care of
patients. All scientific research referred to, reported or used in CPE in support or justification of a patient
care recommendation [conforms] to the generally accepted standards of experimental design, data
collection and analysis.’

QUESTIONS RELATED TO SCS 5.5b

3. Does CPE have to give ‘equal time’ to all modalities of therapy (e.g., surgical vs. medical)? Does
CPE have to give ‘equal time’ to all formulations of a drug or all products in a class of products?
CPE must be free of commercial bias. CPE must not promote products or services. CPE must promote
improvements in healthcare. A ‘balanced view’ means that recommendations or emphasis must fairly
represent, and be based on, a reasonable and valid interpretation of the information available on the
subject (e.g., “On balance the data support the following ...”). A “balanced view of therapeutic options’
also means that no single product or service is over represented in the education activity when other equal
but competing products or services are available for inclusion.

4. Can we discuss drugs by brand name?

Generic names should be used. If brand names are included, all brand names for a given generic product
should be listed.
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\ Standards for Commercial Support, 5.6: Disclosures Relevant to Potential Commercial Bias

QUESTIONS RELATED TO SCS 5.6a

1. If we have taken appropriate steps to resolve conflicts of interest what is there left to disclose?
Informed learners are the final safeguards in assuring that a CPE activity is independent from commercial
influence. Regarding personal conflicts of interest, CPE providers are to have in place mechanisms to
identify and resolve conflicts of interest. While these mechanisms should greatly reduce the potential for
conflicts of interest to affect CPE content, a potential for influence remains. Disclosing to learners the
relevant financial relationships that were present and resolved assists learners in assessing the potential
for bias in information that is presented. ACPE believes this disclosure contributes to the transparency
and accountability of the system.

2. What does ACPE mean by ‘nature of relationship?

The *nature of the relationship’ means the role they play or service they provide in exchange for some
form of compensation (e.g., employment, management position, independent contractor including
contracted research, consulting, speaking and teaching, membership on advisory committees or review
panels and board membership). ACPE has not set a minimum dollar amount for relationships to be
significant. Inherent in any amount is the incentive to maintain or increase the value of the relationship
therefore the dollar value of the relationship does not need to be disclosed.

QUESTIONS RELATED TO SCS 5.6b

3. What does disclosure of no relevant financial relationships add to the system?
This allows the learners to distinguish between missing disclosure information and the circumstances
where there is nothing to disclose.

QUESTIONS RELATED TO SCS 5.6¢

4. lIs disclosure of commercial support different than disclosure of financial relationships?

Yes. Commercial support is given to the accredited provider and the accredited provider must disclose its
existence to the learner. The presence of commercial support is critical information. The disclosure of
commercial support is not an opportunity for product advertising but rather it must be restricted to the
name of the corporate entity that provided the financial or specified in-kind support.

QUESTIONS RELATED TO SCS 5.6¢,d,e

5. Can a commercial supporter’s logo be used to acknowledge support?

While the logo can appear, the provider cannot acknowledge support only by showing the commercial
supporter's logo. The acknowledgement needs to specifically tell the learner that the commercial
supporter gave support for the activity. The acknowledgment of commercial support cannot contain any
product promotion.
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