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“I thought you were handling that.”
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The CODE™ Framework
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Competence ; Oversight
Do people know what to do? : Is there visibility and
/ accountability?

Compliance

Outcomes
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Documentation | Execution

Can the work be verified? Is the work completed
accurately and on time?

When CODE™ is strong, compliance is defensible.




Role Clarity Through CODE™

e Competence — Do
they know their role?

e Oversight - Who
verifies?

e Documentation —
Who records?

e [xecution - Who
delivers?
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CODE™ Breakdown

(Competence)
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CODE™ Breakdown

(Oversight)




CODE™ Breakdown

(Documentation)

EXPLANATION:
* Why the failure occurred.
* Standardized procedures required,
OWNERSHIP: PROCESS: # PT must ensure
* Who is responsible for the record? + Resolution steps and compliance
« Designated tasks: Principal Investigator preventative measures. » ,;Adgvi‘t‘sg\;lzf document
bmi

PI), Admin Staff, Data Manager.
( ) TRACK'NG + Staff must log

DEFINIT“)NS: o Audit t‘rail and responsibility communications
uirements &types mapping.

© ding req N
I%cho.rp'ro%ocol deviation, consent).

* Role Ambiguity identified.
* Protocol gaps in documentation.
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CODE™ Breakdown

(Execution)
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“ getdone”

- Identify bottlenecks

- Clarify roles & responsibilities
. Determine resource gaps

- Establish accountability
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WHO IS
JANCE| RESPONSIBLE?

Review Compliance.

RESEARCH ADMINISTRATION WORKFLOW: ROLE CLARITY & RESPONSIBILITIES
|AwAnn ‘nflEY
~ Dr. Alistair

[ PRE-AWARD |
\ Review Compliance.
l - Dr. Alstair
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Why People Avoid
Ownership

® Fear
® Unclear authority
® Overlap
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CODE™ Why People Avoid Ownership

Unclear

ha authority

Overlap
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e 7 ﬁﬁ Building
Accountability

® Define ownership
® Define escalation
® Define backup
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IF IT'S ASSUMED, IT'S AT RISK.
IFIT'S OWNED, IT'S ACCOUNTABLE.
IF IT'S ALIGNED TO CODE™,

IT'S COMPLIANT.
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Final Thought...
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Dr. Rashonda Harris
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