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Cystic Fibrosis Foundation (CFF) Guidelines Program

Mission
The Cystic Fibrosis Foundation (CFF) supports the development of guidelines for the care of
people with CF. The guidelines are used to set a standard of care and serve as a reference for all
CFF accredited care centers. The CFF supports development of the following types of
guidelines:
» evidence-based guidelines are developed based on systematic review(s) of the best
available evidence
» consensus-based guidelines are developed based primarily on the opinions and
experiences of experts

Target Audience

Guidelines are developed for members of the CF community including health care professionals
at CF-centers, other health care professionals that care for people with CF, as well as for
individuals with CF and their families.

Scope

All topics related to the care of people with CF are considered within the scope of the guidelines
supported by the CFF. Where appropriate, CFF may refer to or modify existing guidelines from
other professional organizations.

Guidelines Steering Committee

The CFF Guidelines Steering Committee directs the CFF guidelines program. The Steering
Committee establishes guidelines committees, prioritizes topics and provides general oversight
of the program. Oversight includes the final review of developed guidelines to confirm
adherence to CFF guidelines standards and to assess the consistency of statements with other
related guidelines.

Members of the Guidelines Steering Committee represent various stakeholders including the
different health disciplines providing care for people with CF as well as members of the CF
community. Members include the current chairs of the two standing guidelines committees
(Pulmonary and Nutrition), representatives to the CF Center Committee for each program
(pediatric, adult and affiliate), a nurse practitioner, people with CF and their families, staff of the
CFF, and the lead of the group completing the systematic review(s). Members, other than CFF
staff, the methodologist, and the senior research associate, serve a two-year term that is
renewable at the discretion of the CFF. The chairs of the standing guidelines committees serve as
co-chairs for the Guidelines Steering Committee. In cases where there are co-chairs of the
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standing guidelines committees, the CFF will select one from each committee to serve on the
Guidelines Steering Committee.
Current members include:
Chair of the Nutrition Guidelines Committee
Chair of the Pulmonary Guidelines Committee
Adult Program Representative to Center Committee
Pediatric Program Representative to Center Committee
Affiliated Program Representative to Center Committee
Nurse practitioner
Person with CF
Parent of child with CF
Staff from the CF Foundation
Senior research associate from Dartmouth College
Methodologist from Johns Hopkins University

Guidelines Committees

There are two standing guidelines committees - pulmonary and nutrition. Other guidelines
committees are established as needed. Members of the CF community may apply through an
application process to serve on guidelines committees. Members are selected and appointed by
the Steering Committee and are chosen to represent different disciplines, care centers and
perspectives. Within each guidelines committee, the Steering Committee appoints a chair or co-
chairs to lead the development process. Guidelines committees’ chairs and members serve a 3-
year term that is renewable at the discretion of the CFF. Terms are staggered to allow for overlap
of experienced and new members. Other personnel providing support for the committee include,
as needed, a technical writer, administrative assistant, and meeting planners.

Training and orientation for new chairs and members is provided annually. Training content

includes formulation and refinement of questions (i.e., use of PICO), reviewing the evidence,
developing recommendation statements, grading the evidence and the recommendations, and
information about the guideline development program and process.

The members of the guidelines committees are expected to:
» participate in refinement of review questions
» read and provide comments on all materials from systematic review team
 critically review draft evidence report
» with other members, review and assess evidence and draft recommendations
» as appropriate and as requested, draft section(s) of the guidelines document
* review comments from peer review process and assist in revision of guidelines, as
necessary
» provide input and participate in the dissemination of guidelines
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CF Foundation Guidelines Committee Application

The Guidelines Committees serve to determine the standards and protocols in all areas of CF care. A
face to face meeting is held for each topic assigned by the Steering Committee, and includes
representation from all disciplines in a care team. Committee members are also expected to give
feedback as the document is edited by the chairpeople. Please fill out this form if you would like to be
considered for placement on a committee.

Name:

Degree(s):

Name of CF Center:

Address:

Email:

Phone Number:

Current position:

Years experience in CF:

Name of Guidelines Committee you are applying for:

Are there any questions or recommendations which you think should be added to the guidelines:

Experience in research (please briefly explain)*:

Experience with guidelines*:

Experience with evidence-based medicine including systematic reviews*:

*You may submit your resume as well if it provides the necessary information for this portion
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Conflict of Interest
Members of the Steering Committee and guidelines committees submit written statements of real
@ or apparent conflicts of interest. The statements are reviewed and considered by CFF Guidelines
Staff. Any questions or concerns are brought forward for resolution to the Guidelines Steering
Committee. Signed copies of the conflict of interest forms are retained by the CFF Guidelines
Staff and can be inspected by any interested party by contacting the CFF. Members are excluded
from participation if they have financial interest in a related company or if they have an ongoing
consultancy relationship with a company that produces a drug or device being reviewed.

Topics

Currently, investigators at Johns Hopkins University are developing an ontology of CF care that
will be used to facilitate access to the guidelines and will also be used to identify gaps. Gaps
exist where there is no guideline or where a guideline is considered out of date. Individuals may
also submit topics through their representative on the Center Committee.

The Steering Committee considers and prioritizes topics for guideline development.
Prioritization is based on a number of factors including whether there is an existing guideline
and the date that guideline was developed, the existence of controversy or ambiguity as to the
best practice, and the potential impact of a guideline on prompting change in practice and
enhancing the care of people with CF. The CF community is encouraged to provide input on the
prioritized list of topics.

Guideline Process
@ The guidelines process is described in the figure overview. The steps include:
Develop and refine questions
2. Assess evidence
3. Draft recommendations
4. Distribute for review
5. Dissemination

=

1. Develop and refine questions: specific questions, using PICO or other relevant structure,
are developed from the topics. Questions are refined by the members of the guidelines
committees through review of preliminary search results and through discussion.

2. Assess evidence: for evidence-based guidelines, the assessment of evidence is explicit
and includes the completion of systematic reviews. Currently, the CFF commissions
investigators at The Johns Hopkins University to perform the systematic reviews. The
systematic reviews inform the discussions and decisions of the guidelines committee in
drafting the recommendations.

3. Draft recommendations: statements are drafted by the guidelines committees” members
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BACKGROUND INFORMATION
AND
CONFIDENTIAL CONFLICT OF INTEREST DISCLOSURE

NAME: TELEPHONE:

ADDRESS:

EMAIL ADDRESS:

CURRENT EMPLOYER:

CFF COMMITTEE:

There are two parts to this form, Part | Background Information, and
Part Il Confidential Conflict of Interest Disclosure. Complete both parts,
sign and date this form on the last page, and return the form:

Melissa Chin
Cystic Fibrosis Foundation
6931 Arlington Rd., Suite 200
Bethesda, Maryland 20814
Fax: 301-907-2563
resources@cff.org

Retain a copy for your records.

CFF Conflict of Interest 2.24.06





PART |I. BACKGROUND INFORMATION

INSTRUCTIONS
Please provide the information requested below regarding relevant organizational
affiliations, government service, public statements and positions, research support, and
additional information (if any). Information is "relevant” if it is related to -- and might
reasonably be of interest to others concerning -- your knowledge, experience, and
personal perspectives regarding the subject matter and issues to be addressed by the
committee activity for which this form is being prepared. If some or all of the requested
information is contained in your curriculum vitae, you may if you prefer simply attach
your CV to this form, supplemented by additional responses or comments below as
necessary.

I. ORGANIZATIONAL AFFILIATIONS. Report your relevant business relationships
(as an employee, owner, officer, director, consultant, etc.) and your relevant remunerated
or volunteer non-business relationships (e.g., professional organizations, trade
associations, public interest or civic groups, etc.).

Il. RESEARCH SUPPORT. Report relevant information regarding both public and
private sources of research support (other than your present employer), including sources of
funding, equipment, facilities, etc.
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I1l. PUBLIC STATEMENTS AND POSITIONS. List your relevant articles, testimony,
speeches, etc., by date, title, and publication (if any) in which they appeared, or provide
relevant representative examples if numerous. Provide a brief description of relevant
positions of any organizations or groups with which you are closely identified or

associated; may attach CV.

IV. ADDITIONAL INFORMATION. If there are relevant aspects of your background or
present circumstances not addressed above that might reasonably be construed by others
as affecting your judgment in matters within the assigned task of the committee or panel
on which you have been invited to serve, and therefore might constitute an actual or
potential source of bias, please describe them briefly.
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PART Il CONFIDENTIAL CONFLICT OF INTEREST DISCLOSURE

INSTRUCTIONS

It is essential that the work of committees used in the development of reports
(includes practice guidelines, workshop reports, consensus statements, critiques of
research programs, etc) not be compromised by any significant conflict of interest. For
this purpose, the term *"conflict of interest™ means any financial or other interest
which conflicts with the service of the individual because it (1) could significantly
impair the individual's objectivity or (2) could create an unfair competitive
advantage for any person or organization. Except for those situations in which the
CF Foundation determines that a conflict of interest is unavoidable and discloses the
conflict of interest, no individual can be appointed to serve (or continue to serve) on a
committee of the CF Foundation if the individual has a conflict of interest that is relevant
to the functions to be performed. If an individual serves on a grant review committee,
the individual must recuse himself from the review process of any applications on which
he has a conflict of interest.

The term "conflict of interest” means something more than individual bias. There
must be an interest, ordinarily financial, that could be directly affected by the work of the
committee.

Conflict of interest requirements are objective and prophylactic. They are not an
assessment of one's actual behavior or character, one's ability to act objectively despite
the conflicting interest, or one's relative insensitivity to particular dollar amounts of
specific assets because of one's personal wealth. Conflict of interest requirements are
objective standards designed to eliminate certain specific, potentially compromising
situations from arising, and thereby to protect the individual, the other members of the
committee, the CF Foundation, and the public interest. The individual, the committee,
and the CF Foundation should not be placed in a situation where others could reasonably
question, and perhaps discount or dismiss, the work of the committee simply because of
the existence of conflicting interests.

The term "conflict of interest™ applies only to current interests. It does not apply to past
interests that have expired, no longer exist, and cannot reasonably affect current behavior.
Nor does it apply to possible interests that may arise in the future but do not currently
exist, because such future interests are inherently speculative and uncertain. For example,
a pending formal or informal application for a particular job is a current

interest, but the mere possibility that one might apply for such a job in the future is not a
current interest. However, if your circumstances change during your tenure on the
committee with regard to a potential conflict of interest, it is your responsibility to notify
the CF Foundation in a timely manner.

The term "conflict of interest™ applies not only to the personal interests of the
individual but also to the interests of others with whom the individual has substantial
common financial interests if these interests are relevant to the functions to be performed.
Thus, in assessing an individual's potential conflicts of interest, consideration must be
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given not only to the interests of the individual but also to the interests of the individual's
spouse and minor children, the individual's employer, the individual's business partners,
and others with whom the individual has substantial common financial interests.
Consideration must also be given to the interests of those for whom one is acting in a
fiduciary or similar capacity (e.g., being an officer or director of a corporation, whether
profit or nonprofit, or serving as a trustee).

For any committee that will be used by the CF Foundation, the focus of the
conflict of interest inquiry is on the identification and assessment of relationships
pertinent to the committee’s work, as well as on other interests that might be directly
affected by the recommendations of the committee.

For example, if the CF Foundation formed a committee to conduct an evaluation
of a particular research program, the focus of the conflict of interest inquiry would be on
the identification and assessment of existing interests in that program that could be
directly affected if the committee's report were to provide the basis for action or inaction
with respect to changes in the program. The concern is that if an individual (or others
with whom the individual has substantial common financial interests) has interests that
could be directly affected by the review and evaluation process, the individual's
objectivity while participating in the review and evaluation process could be impaired.

Such interests could include existing research grants or contracts under the
program being reviewed and evaluated held by the individual (or others with whom the
individual has substantial common financial interests) if, for example, the grants or
contracts might be modified or terminated, or if there is a reasonable expectation of
continuing research funding that could be lost. Other interests that might be directly
affected include, for example, one's employment and the interests of one's employer,
one's self-employment and the interests of one's clients, interests in partnerships and
commercial ventures arising out of or related to the research, interests in relevant patents
and other forms of intellectual property related to the research, and interests in various
forms of substantial non-financial research support.

Certain relationships also may raise issues of conflict of interest. For example,
serving as a consultant for a company could constitute the basis for a conflict of interest if
the consulting relationship could be directly affected or is directly related to the subject
matter of the review and evaluation.

The questions set forth below are designed to elicit information from you
concerning possible conflicts of interest that are relevant to the functions to be performed
by the particular committee on which you have been invited to serve.

1. RELATIONSHIPS TO THE PROGRAM(S) BEING EVALUATED. Taking into
account your interests and the interests of other individuals with whom you share
substantial common financial interests (e.g., spouse, close research colleagues and
collaborators, business partners, etc.) —

(@) Do you or such others receive current financial support (e.g., research and/or
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development grants or contracts, procurement contracts, consulting contracts, other grant
support, honoraria, etc.) from the program(s) being evaluated that could be directly
affected by the committee's report (e.g., possible termination of current agreements or
loss of reasonably anticipated future funding)?

(b) Do you or such others receive substantial current non-financial support (e.g.,
equipment, facilities, industry partnerships, research assistants and other research
personnel, etc.), from the program(s) being evaluated that could be directly affected by
the committee’s report?

(c) Do you or such others have any other current financial interest (e.g., patent or other
intellectual property rights, interests in partnerships and commercial ventures, etc.)
obtained from or through the program(s) being evaluated that could be directly affected
by the committee's report?

If the answer to all of the above questions under RELATIONSHIPS TO
THE PROGRAM(S) BEING EVALUATED is either "'no™ or "'not applicable,"
check here (NO).

If the answer to any of the above questions under RELATIONSHIPS TO
THE PROGRAM(S) BEING EVALUATED is "yes," check here (YES),
and briefly describe the circumstances on the last page of this form.

2. INVESTMENT INTERESTS. Taking into account stocks, bonds, and other financial
instruments and investments including partnerships (but excluding broadly diversified
mutual funds and any investment or financial interest valued at less than $10,000), if the
reports resulting from this committee activity were to provide the basis for action or
inaction with respect to changes in the program(s) being reviewed and evaluated —

(@) Do you or your spouse or minor children own directly or indirectly (e.g., through a

trust or an individual account in a pension or profit-sharing plan) any stocks, bonds or

other financial instruments or investments that could be affected, either directly or by a
direct effect on the business enterprise or activities underlying the investments?

(b) Do you have any other financial investments or interests such as commercial business
interests (e.g., sole proprietorships), investment interests (e.g., stock options), or
investment relationships (e.g., involving parents or grandchildren) that could be affected,
either directly or by a direct effect on the business enterprise or activities underlying the
investments?

If the answer to all of the above questions under INVESTMENT
INTERESTS is either "'no™ or ""not applicable,' check here (NO).

If the answer to any of the above questions under INVESTMENT
INTERESTS is ""yes," check here (YES), and briefly describe the
circumstances on the last page of this form.
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3. PROPERTY INTERESTS. Taking into account real estate and other tangible
property interests, as well as intellectual property (patents, copyrights, etc.) interests, if
the reports resulting from this committee activity were to provide the basis for action or
inaction with respect to changes in the program(s) being reviewed and evaluated —

(a) Do you or your spouse or minor children own directly or indirectly any such property
interests that could be directly affected?

(b) To the best of your knowledge, do any others with whom you have substantial
common financial interests (e.g., employer, business partners, relatives) own directly or
indirectly any such property interests that could be directly affected?

If the answer to all of the above questions under PROPERTY INTERESTS
is either ""'no"* or ""not applicable," check here (NO).

If the answer to any of the above questions under PROPERTY INTERESTS
is "'yes," check here (YES), and briefly describe the circumstances on the
last page of this form.

4. OTHER INTERESTS.

(a) If the reports resulting from this committee activity were to recommend changes in

the program(s) being evaluated --
(i) If you are employed or self-employed (or your spouse is employed or self-
employed), could your current employment or self-employment (or your spouse's
current employment or self-employment) be directly affected?

(i) To the best of your knowledge, could any significant financial interests of
your (or your spouse's) employer or, if self-employed, your (or your spouse’s)
significant clients and/or business partners be directly affected?

(iii) If you are an officer, director or trustee of any corporation or other legal
entity, could the financial interests of that corporation or legal entity be directly
affected?

(iv) If you are a consultant (whether full-time or part-time), could there be a direct
effect on any of your current consulting relationships?

(b) Do you have a consulting relationship with a sponsor, grantee, or contractor of the
program being reviewed and evaluated that is directly related to the subject matter of the
program review and evaluation for which this disclosure form is being prepared (e.g., a
consulting relationship to provide assistance to the sponsor, grantee, or contractor with
respect to the program review and evaluation)?

(c) Are you an official or employee of an agency or organization, which is a sponsor of

the program that is being reviewed and evaluated and/or a sponsor of this program review
and evaluation committee activity?
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(d) Do you have any existing professional obligations (e.g., as an officer of a scientific or
engineering society) that effectively require you to publicly defend a previously
established position on an issue that is relevant to the functions to be performed in this
committee activity?

(e) To the best of your knowledge, will your participation in this committee activity
enable you to obtain access to a competitor's or potential competitor's confidential
proprietary information?

(f) Could your service on the committee on which you have been invited to serve create a
specific financial or commercial competitive advantage for you or others with whom you
have substantial common financial interests?

— This could be problematic depending on how and when we use this form. This can
probably be deleted without losing anything

— This could be problematic depending on how and when we use this form. This can
probably be deleted without losing anything.

If the answer to all of the above questions under OTHER INTERESTS is
either "'no"" or ""not applicable," check here (NO).

If the answer to any of the above questions under OTHER INTERESTS is
"yes," check here (YES), and briefly describe the circumstances below.

EXPLANATION OF "YES" RESPONSES:
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During your period of service in connection with the activity for which this form

is being completed, any changes in the information reported, or any new information,
which needs to be reported, should be reported promptly by written or electronic
communication to the responsible party at the CF Foundation.

YOUR SIGNATURE DATE
PRINT NAME
Reviewed by (CFF Director) DATE
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Figure: Overview of Guideline Development Process
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and, for evidence-based guidelines, are accompanied by grades of the evidence and of the
recommendation. Currently, the CFF uses the grading system developed by the U.S.
Preventive Services Task Force (http://www.ahrg.gov/clinic/uspstfix.htm).

4. Distribute for review: draft guidelines are posted on port CF for public comment by the
CF community. Presentations and requests for feedback may also be made during the
NACFC.

5. Dissemination: the guidelines are disseminated to health care providers as well as to
people with CF and their families.

All guidelines are reviewed at 3 years after the release date to determine if an update is needed.
In addition, updates may be triggered by events such as new evidence or new therapies. The CFF
Guidelines Steering Committee determines when an update is required. Indication will be made
when a guideline has been reviewed or updated.

Dissemination

Guidelines are disseminated in a number of venues and in a number of formats including:
» on PortCF (https://portcf.outcome.com/)
* in the peer-reviewed literature
* inthe National Guideline Clearinghouse (http://www.guidelines.gov/)

A technical writer may be employed by the CFF to assist with the writing of manuscripts or other
materials. Other forms of the guidelines are developed as deemed appropriate. Examples include:
* presentations at conferences and meetings, such as the North American Cystic Fibrosis

Conference (NACFC)
* pocket reference guides
» CME courses, including webcasts and online courses
» patient and family education
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