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How to comply
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[Auditor otes

o1

Clinca afety & Efectiveness

20 Prepare ground-truth testset independent of raining,

aciniclfead

i FoA

2

Clnca afety & Efectiveness

(FMER) o smiar

 fllsafe defauls).

3) Assig omwners and due dates.
) Re-tst high-skscenarios.

Risk register +screenshots | GHAL NIST

o3

Clnca afety & Efectveness

1) Publish an ncident reportng path for s
2)Log ncdents/near-misses and rizge wi nmmn-.eams
3)perform root cause analysis and corective action:

509 +logs

Foa, cual

Record mvlw:ﬁml/\abelm(sl!vund!wb
) e /s o
o

fpoF) ST

) Define qualty checks (completeness,range, autiers)
2) R checks and og sues.
3) Remediateor exclude bad data.

Qualty report (POF)

st

i

1) Define subgroups (o5, race, se, age,language) relevant o ue.
2) Compute metrics by subgroup.
3)Flag gaps exceccing pre-set thesholds.

hreshole

i Fon

1) Review dataset representaton; dentiy proxi
) ooy milgaon relhing o smpin,daisin ).
3] Re-testfimess.

T

1) schedue periodic subgroup analyses.
2) Track it nsubroup distibutions.
3)Escalate i gaps exceed thresholds.

o

1) Aot acaurtaleoeners ol tchcl, e e
2)Establsh review checkpoi
) Pulh R o devlopmens, deloyment, montorin.

(Charer poF)

st cHal

(Governance & Oversight

2)Perform iskperformance egression checks.
3) Ontin approvalbefore release

507 + sample CR

st

(Governance & Oversight

1 efne nderssverty vl nd s
2)Assign on calation.
s i e docmert g,
) Authoity documented

18 pian (PDF)

ST cHal

w1

Legal & Reguiatory Complance

2oy mumeacesan 1 whers sl
3 aasons s
) Complet

HipA/GDPR, CHA

reguiated, provide learance/sporoval.
) o i e s

Regulatory assessment memo; dearance/certleter i applcable

4)Provde patient/providernotices
2] Outin consent where required
3} Publish Imitations and Inended use.

i, Nt

Model

1) Defineacceptance thresholds.
2] Validate on holdout/external data.
3) Document results v thresholds.

Fon, cun

Mogel

) et meric s (.. i AU st
2) Configure alerts when below
3] Define aut-pause or review process.

Spec+ laybook

st cHal

Model

1) implement dashboards for key metric,
2 Monr o dttins
Investigate significant shits

Dashbosrd + egort

st cHal

Resience

2] implement backups and estoration tests.
) ocumer o0

LA document; DR plan; st restoration test epart;uptime report.

SLA/DR pack

st

Resilience

itfalssafely,

) eine e ot (.. ruman ny vrkion,
2)implement confidence thesholds.
3} Tt falover pths.

Design docfscreenshots showin fllsae;tstresuts of fllver

Design + test evidence

st cHal

) oefelood and e scenris,

Stress test plan and esults with remediaton notes,

st

1) Define Kol 1
) Colc reine o posiplemertatandt,
3) Atsbute impact (4 or time-seles).

o

1) Track usage/adopion metrc,
2) Collect strucured feedback.
3} Acton feedback with changes.
4)Close theloop o users.

| Adoption dashboard expor; feedback summary and acton o

Dashbosrd + summary

o

1) ety el s (er ).
2) Measure timefsteps
) Miiste o sty bt

ssessment (¢0F)

o

Securty & Access Contol

1) Define roles and last priviege access.
2)Enforce MFA where appicable.
3)Review access quartery

RBAC polic; st access review record; sample audit 1 excerpt

Polcy +logs

st

1) Encrypt data atrest and i transi.
2] Tokeniz or de-dentify where posibe
3)Restrictdataegress.

A, NisT

Security & Access Contol

2] Run red-team tests.
3} implement mitgatonsfiters.

[ Adversaial tet report with senario, findings, mitigations.

st cHal

Securiy & Access Control

1) ign or checksum madel arifacts.
2 macl s e st
3} Monitorforanomaie

Integrity controlsdescripton;signed artifact eampie; og sample.

st

Security & Access Control

(Tansparency & Traceatity

1 rooe estr mprance o slercy o il
2)Offr lan-anguage rationl
) Document when explanations ress e,

Example explanaton output;excerpt rom user guide.

Example + user guice

o, st

u

(Tansparency & Traceatity

1) st matl ardcovmrin s ot et ks,
2] ncluce subgroup resuts and known isks.
3] Keep current with model versons.

(Current model card (with version/date.

Model card (°DF)

o, st

us)

(Tansparency & Traceatity

1) Track modeldatafconfi versions.
2)Record approvals and ratioae.
3)Link o valdaton rsuls for each change.
) Retan istory pr polcy.

Version isory export;sample change record mapping to resufs.

st

ug

(Tansparency & Traceatity

S prevntoutof sope se e pssbe
) Review disclosures each el

Umitatons section from does/Ul sceenshots:

Docs + screenshots

o

(User Experience & Workflow

1 imege vkt ENI/PA&Squ ool s relevan.
2) Avold duplcate data e
3.mm.wmmm;mm
a)vaidate

Integration lagrany nteface s (APIfstandards) ot sign-ft.

Disgram  sign-off

o

S el bseg e
2] Explain imitations and verrides.
3) Provide supportchannels/SLAs,
a)

Training deck/manual aining rostr; support SLA

o

(User Experience & Workflow.

1) Enable casy overide without penaty.
2)Capture eedback n-product.
3)Triage and act on feedback.

Ui screenshot ofoveride; eedback log and action racker,

Screenshos ¢ log

o

1) Drat clear disclosure tet
2) Add 0 consent/intake a5 needed.
5 st an s

Discosurestatement; sample consent; saffcomms.

Disclosure pack

o

2

1) Defin decision boundar
2] Reauire human mnmm. for rticlsction.
3) Log overides/cor

polcy +sereenshots

o

e

consider and miigate dferental acces impacts

1) dentiyafected populatons/setins.
2)Plan for accessible deployment (anguages,resources).
3} Monitor impact by site/popultion.

Equity lan with actons/metris; monitoring snapshot

pin (°0F)

o




1) submit t nternalexternal ethics board.
2] Adres fedback.
3] Record decision and condiions.

Etics reiew report/approvals esponses o findings.

o




