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The Foundational Pillars of
Recommendation Formulation

Pillar 1:
o— Transparency

Full disclosure of
relationships with industry,
independent peer review, and
explicitly documented
methodological processes.

Pillar 2:
Evidence-Based

Rooted in rigorous systematic
reviews, high-quality
randomized controlled trials,
and meticulously graded
literature.

Pillar 3:
o—— Patient-Centered

Emphasizing shared
decision-making, quality of
life, patient-reported
outcomes (PROs), and
symptom relief over pure
clinical metrics.
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The Governance Ecosystem
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Constructs the guidelines.

Composed of cardiologists,
scientists, methodologists,

[L and lay stakeholders. _)]
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JCCPG (The Core):
16 members (Chair, Chair-Elect, 14 voting members).

Represents ACC & AHA equally.
Oversees the entire ecosystem.

Mandatory Lay/Patient
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20-30 independent reviewers.
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Peer Review
Committee (PRC):
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Unknown to the WC

to eliminate bias. _)]
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Representatives slotted
into both orbits.
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Formulating the Clinical Question:
The PICO(TS) Engine
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(Population)

Patient(s) of
interest, including
condition
severity, stage, or
comorbidities.

e

(Intervention)

Specific
exposure,
treatments, dose,
or frequency.

ke

(Comparator)

The main
alternative
(placebo,
standard of care,
alternative
surgery).

(Outcome)

Expected result
(quality of life,
morbidity,
mortality).

Duration of time
for benefit/harm
to occur.

(Setting)

Locale of
treatment or
restricting health
policy context.
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The Diagnostic Matrix:
Decoupling Strength from Quality

ﬂ

Class of Recommendation (Strength)

Class 1 (Strong):
Benefit >>> Risk ("Is recommended”)

T |

Class 2a (Moderate):
Benefit >> Risk ("Is reasonable”)

Level of Evidence (Quality)
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Class 2b (Weak):
Benefit = Risk ("May be reasonable”)

Class 3 (No Benefit / Harm):
Benefit = Risk or Risk > Benefit
(“Is not recommended"”)

Level B-NR (Nonrandomized):
Moderate-quality evidence from well-designed
observational/registry studies.

I

Level C-LD (Limited Data):
Observational studies with design/execution limitations.
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|
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Level C-EO:
Consensus of expert opinion based purely on clinical
experience.

=T

Determined independently: ANY Class may be paired with ANY Level. j

=
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The Evidence Hierarchy
Architecture

Rarity & Trust
.,

Level B-R (Randomized): Moderate-quality
evidence from =1 RCT or meta-analyses of
moderate-quality RCTs.

OO

O Level B-NR (Nonrandomized):
Moderate-quality evidence from well-
designed observational/registry studies.

O Level C-LD (Limited Data):
Observational studies with
design/execution limitations.

..|V Level C-EO (Base):
X Consensus of expert opinion
based purely on clinical experience.

QO
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Integrating Economic Value Statements
Guidelines now assess the cost of implementation compared with the value added.

2

Cost-Saving

> Intervention costs less
than prior therapies (e.g.,
generic maximally tolerated
statin therapy).

Cost-Effective

Standardized threshold
met, such as Incremental
Cost-Effectiveness Ratio
(ICER) of <$120,000 per
Quality-Adjusted Life Year
(QALY) gained (e.g., SGLT2
inhibitors for HFrEF).

Not Cost-Effective

O

g —

|ICER exceeds acceptah

threshold (e.g., $880,000
per QALY).

o

Indeterminate

?/’

Insufficient evidence to
confidently assess
cost-effectiveness.
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The Modular Guideline
Architecture

o

Callout 1: The Synopsis

A tight, high-level summary. Strictly limited to
<200 words.

O

Callout 2: The Recommendation Table

Houses the PICO(TS)-driven clinical action,
color-coded by the COR and LOE metrics.

0

O

Callout 3: Supportive Text

Specific clinical context, benefit/harm summaries,
and evidence body summary. Strictly limited to
<200 words. Never a restatement of the
recommendation.

O

I This modular format breaks free from “textbook chapters,” allowing digital integration and rapid component updates in the future. I

P
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The Process Arc:
4 Phases of Guideline Engineering

Phase 3:
Publication

(and Phase 4:
Surveillance)

Phase 2:
Review and
Approval

Phase 1:
\\ Document
\ Development

Phase 0:
Pre-Production

// PICO(TS) formulation,
" evidence review, and
consensus voting.

Final organizational
endorsement, journal
release, and the
continuous living
update loop.

Blind peer review and
Joint Committee
evaluation.

Topic selection,
relationships mapping,
and committee
formation.
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Phase 0: Pre-Production & RWI Mapping

F_

Defining the Scope:

Defining boundaries (patient characteristics,

disease progression, therapeutic options)
to answer specific clinical gaps.

Forming the Committee:
Balancing clinical experts, methodologists,

and lay stakeholders.

o

The RWI Shield

All prospective members must fully disclose financial,
intellectual, and industry relationships. The ACC/AHA
Science leadership are the final arbiters of a conflict's

relevance, ensuring the resulting guideline is unassailable. I
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Phase 1: The Modern Evidence Filter

N

Filter 1: Pharmacotherapy
& Class Effects

Strict evaluation of biological pathways

and comparable efficacy. Drugs are
evaluated on clinical evidence, independent
of FDA post-marketing timelines.

Ny

Filter 2: Mendelian Randomization

Integrating genetic epidemiology. MR
studies can upgrade observational !
evidence (B-NR or C-LD) by acting as |
powerful instrumental variables. :
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Filter 2 O
Fiter3/ ./ ©
Recommendation Table
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Filter 3: Patient-Reported ‘ |
Outcomes (PROs)

Data passes through the lens of shared
decision-making. PROs guide adherence
tracking, expected benefit communication,
and value integration.
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Phase 1: The >75% Supermajority Consensus )

rThe Rule

Every clinical recommendation is
subjected to anonymous voting by
eligible WC members (excluding
recused RWI members). //

\ I .
The Shift

R The threshold for consensus has been
L\ \
—\ WY aggressively raised from >51% to >75%. //

=
The Result

2026 Standard | x If >75% consensus cannot be reached

(Supermaijority) after three rounds of voting and
debate, the recommendation and all
supporting text are entirely scrapped.

No minority reports are published. Only
undeniable consensus survives. /
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Phases 2 & 3: The Gauntlet of Approval

1. Blind Peer Review . The JCCPG Boaure §

The PRC (20-30 independent The JCCPG receives the final
reviewers) evaluates the draft. manuscript, alongside the WC’s
Reviewer identities are strictly specific responses to every
withheld from the Writing Committee piece of peer review feedbacl-c/.

eliminate interpersonal bias. Focus is
on accuracy, COR/LOE justification,
and clinical executability.

2. Joint Committee N | 3. Drganizaﬁnna| — |
Ratification | Endorsement
The JCCPG receives the final | i Final, top-level clearance by the ACC
manuscript, alongside the WC's Clinical Policy Appr[:wal Gumnjiﬂee
specific responses to every piece (CPAC) and AHA Science Advisory and
of peer review feedback. | Coordinating Committee (SACC)

- | 57 before journal publication. y/

A RNy
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Phase 4: The Living Guideline Engine

/1 1" The Paradigm Shift: L
" Guidelines are no longer static, periodic
PDFs. They are continuous, structured

Ldata models. |

e

=

" Active Surveillance:
Post-publication, a dedicated

) Surveillance Committee conducts
ongoing monitoring of newly

| published evidence. ]

"

" Tech-Enabled Scanning:
Utilizing ACC/AHA-approved Large
) Language Model (LLM) tools to

M

Menoe - ¢ pragmatically scan and identify

Lpractice—changing trials instantly.

" Rapid Adjudication:
When triggered by new evidence, the
— = = ) system bypasses years of delay to
Phase 4 Phase 0 enact a pragmatic revision, full
_ Post-Publication _ Pre-Production _ update, or formal reaffirmation.

i
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The Evolution to Agile: Traditional vs. Living Guidelines

e The Past =T P  The2026Future | |
Traditional : = g ¢?‘ Living: }
eLona . D—+ Format ) U —I‘* w Modular Structured
Static PDF Document _ =N L
;. K Content
i i — MODIA & ]
3 T ﬁ_ = 5
Traditional: Undate =y ? = > Living: Timely,
Multi-year periodic Q— ca%e“ce fom o — e continuous updates
revisions L _ ) — 1 =8 > ' triggered by data
| B > _
& r
R Living:
H:g:z:?n;eliayed & | Surveillance | | LLM-assisted,
literature searches | |- Method | T technology-enabled
constant monitoring
| 4
3 3
& Living:
Traditional: D F i :
. evelopment Efficient, streamlined
Highly Ir Edufr;_dant ﬂ_L Effort J_“ volunteer & staff
Manual drafting - management systems
| L




The Ultimate Design: Engineered Objectivity
/ O

Every bureaucratic layer in the 2026 " Plate 1: RWI Firewalls b
methodology exists for a single purpose: — Systematically preventing
to strip away individual bias and forge > financial or intellectual conflicts

J s from influencing specific
unassailable clinical consensus. . recommendations. ]

i

s

" Plate 3: The 75% Supermajority |
Refusing to publish weak or

O fractured opinions. If it is not
overwhelmingly agreed upon, it

I_is not a guideline.

I_Plate 2: Blind Peer Review
Forcing debates to be about the
data, not the personalities, by

I_!.Milhht:ulding reviewer identities. B

| Bureaucracy transformed into a
5 ?rptectlve shield for patient care. I
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