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Today, FDA published its new paper, “Artificial Intelligence and Medical Products: How
CBER, CDER. CDRH, and OCP are Working Together,” which outlines specific focus

areas regarding the development and use of Al across the medical product lifecycle.
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AKH, FDA 138 LW 3cE T ATHGE & =P85 ; CBER (Center for Biologics Evaluation and
Research ; ZEWEL L RHIATZE £ > % —) . CDER (Center for Drug Evaluation and Research ; [ 3255 i 78 &
> % —) . CDRH (Center for Devices and Radiological Health ; PEF#HEER - it % —) . & OCP

(Office of Combination Products ; = > B % —3 g VLA T ¢ 7 ¢ ) [X, EORRIZHME L7=20) %%

£ LTz, ZOMLTE, EREGLOT A 7HA 7 V2RICHIE5 Al ORISR LRI 2 5E
OESFERIC OV TR L T B,

The multi-center effort from FDA’s Center for Drug Evaluation and Research, Center for
Devices and Radiological Health, Center for Biologics Evaluation and Research, and the
Office of Combination Products supports approaches to the safe, secure, ethical, and

trustworthy development and use of Al

FDA @ CDER (Center for Drug Evaluation and Research : [E3& M aFfifff5tt > % —) . CDRH (Center for
Devices and Radiological Health : %53 L OVt » % —) . CBER (Center for Biologics Evaluation
and Research : M B FHMAFSEE o % —) TN OCP (Office of Combination Products : Office of
Combination Products : = > B R —3 = LB+ 7 ¢ 2) IC XD O® 2 —I12 X HE0 AT, Al

(Artificial Intelligence : N TA1HE) DZE4A (safe) T, fEHHTE (secure) T, fWHAY (ethica) T, Z L
TEHH T D (trustworthy) [EHFHOPIIE EFEH~OT V2 —F %2R — K LT 5D,

The paper reflects the agency’s commitment to prioritize collaboration, consistency, and mutual
learning in this space.

It also aims to promote responsible innovation, health equity, and patient-centricity by facilitating the
secure, safe, ethical, and effective deployment and use of Al in medical products and in their

development.

ZOYEIT, ZOSBTOEME (collaboration) . —EME (consistency) . FAEEE (mutual learning) % 45T
% &V BUMBIOIR Y M4 & KL T D, Eiztiud, EERE & ZOMBICBIT 5. (el E et
(secure ; ARIE : WIATART B2 EOfEHENLIF LR TSR &, BE (safe ; iRIE: “secure” ZFR 2T
D) AT, fERHY (ethical) (T, € LT, B (promote) S, Al OFEDHDHEH (responsible
innovation) . FREEDAYME (health equity) . WEAIZREERE L (effective deployment and use of AD) %, F 728
FHLERZRET LI EHHEB LTV A,

The paper will help further align and streamline the agency’s work in Al. Read more about the

agency’s Al initiatives on our website.
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Introduction ZU®Iiz

Artificial intelligence (AI)! has the potential to revolutionize health care by advancing medical
product2 development, improving patient care, and augmenting the capabilities of health care
practitioners.

NTLHEE (AL: artificial intelligence)! (%, BEFERLE OBIR LR L, BE 7 2kE L, EREHE
DREN Z LT D Z LIk ERICEMZ b O RN H 5

Aligned with its mission of protecting, promoting, and advancing public health, and building on
the Agency’s longstanding commitment to support innovative work in the development and
regulation of medical products, the Food and Drug Administration’s (FDA’s) Center for
Biologics Evaluation and Research (CBER), Center for Drug Evaluation and Research (CDER),
Center for Devices and Radiological Health (CDRH), and Office of Combination Products
(OCP) are jointly publishing this paper to provide greater transparency regarding how FDA’s
medical product Centers are collaborating to safeguard public health while fostering responsible
and ethical innovation.

R (public health) Z PR L, MEHESE, 2 L TERBIZITY Lo flida s | EHRBE (medical
products) DBA%E (development) & LM (regulation) (23T, & L CHEHII/{EE (innovative work)
EXETDHEVIFDAORFEII DD 21y M AV b EFTHETSH 7212, FDADCBER (Center for
Biologics Evaluation and Research) . CDER  (Center for Drug Evaluation and Research) . CDRH (Center for Devices
and Radiological Health) . 2 ()OCP (Office of Combination Products) D #SFFIL. W L T2 D LEEZANFT
H2bDTHD, ZOXEDHMIZL, FDA DOERE M > & — 03 ARE A 2 R L7208 O fi LR 4E
FEMET DD EDL I L THENITONT, ZREBR L, »OBERMEEZED D Z L
T D,

1 For the purposes of this paper, Al is a machine-based system that can, for a given set of human-defined objectives,
make predictions, recommendations, or decisions influencing real or virtual environments.
ZOXEOHMNZEE L TiE, TAL X, AR EFR L7-—# O HBY (a given set of human-defined objectives) (Z%f
LC, BFEFZITMAEBRSE (real or virtual environments) (2888 % 5.2 5 T (predictions) . L%

(recommendations) . F7ZILEEIRIE (decisions) Z1T9 ZEMNMTELVIUR—ADT AT L] Thd,

Al systems use machine- and human-based inputs to perceive real and virtual environments; abstract such perceptions
into models through analysis in an automated manner; and use model inference to formulate options for information or
action. Al includes machine learning, which is a set of techniques that can be used to train Al algorithms to improve
performance of a task based on data. See sections 3(b) and 3(t) of Executive Order 14110 of October 30, 2023 (Safe,

Secure, and Trustworthy Development and Use of Artificial Intelligence). https://www.federalregister.gov/d/2023-

24283

Al VAT AT, v =R L AW —AD AT (machine- and human-based inputs) % fifi F} L C i FEBr %
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(real environments) & {RARBREE (virtual environments) Z 383 %, ; Al Y AT AL, v o _X—2A L AfH
~— AP AJ] (machine- and human-based inputs) % U CELHEBEE & AEEREE 2 38i% 95, HEMbS 77
ETONT @ T, £O XD iz 7 VgL T 5, 7 MR (model inference) 2] L T,
HHREZITT 7 v a v OBREEZERLT 5, AL 1L, T—XICESWTH AT DT 5 —v v A% L
SHDL Al TNAAY ALE, M—=0 7T 50l TE L —HOFETH DM 7E (machine
learning) A3 & 5, 2023 4E 10 H 30 HOKFES 14110 Ok 2 a3 3b) BLO 31) (£4. &
O, BHETE 5 ANLAREORIE EHER) 2B,

2 For the purposes of this paper, the term “medical product” refers to biological products, drugs, devices (including
device software), and combination products.

Specifically, “drug” as defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21
U.S.C. 321(g)(1)); “biological product” as defined in section 351(i) of the Public Health Service Act (42 U.S.C.
262(i)); “device” as defined in section 201(h) of the FD&C Act; and “combination product” as described in 21 CFR
3.2(e).

ZOXEORMNICE L TE,  TERES (medical product)] & W) FEEIL. AW FA0ELE (biological
products) . [EZN5L (drugs) . EEMEESR (EEEERO Y 7 bu =T 25T, Llarex— g UH

(medical product) % #5797,

BARMIZIE, T3S (dug) | &E, EREMEEREMSE (FD&C 15) OkE 272 a v 201(g)(1) (21
U.S.C. 321(g)(1)) TEFRIN TS ; [HEMFAHIA] (biological product) | & IXARATAEYE (42 U.S.C. 262
(i) DEZ v ar 35160 [TERSNLTWD ;. LTI (ER) HE (device) | &3, &b - B - L
PEAYE (FD&C Act) D& 27 >3 v 201(WIZEZR SN TV D “device” THD ; 2L T [arer—rar
B4 (combination product) | &1&, 21 CFR 3.2(e)lZEFK I N TN D,

The complex and dynamic processes involved in the development, deployment, use, and
maintenance of Al technologies benefit from careful management throughout the medical
product life cycle?. Specifically, end-to-end management of Al applications is an iterative
process that starts from ideation and design and progresses through data acquisition;

preparation; model development and evaluation; deployment; monitoring; and maintenance.

Al 77 7ar—0F, A, /., RTFICED 2 EMECEI/R 7 2 X (complex and dynamic
processes) (&, ERBIMD T A 7Y A 7 NV EERIZDT- > THEERSEHRT 22T, BELEZZTL
N3, BEEICIE. Al TFU A —L g DTy RY—T 2 R (end-to-end management ; FRiES
B) 1%, 7AT7T7HL (deation) &FENDIEED . 7 — X HEUfS (data acquisition) ; YE{j

(preparation) ; B /LPBH¥E & ZFM (model development and evaluation) . % L CHE4 (maintenance) = CTitETe
SAEHI 72 7 2 A (iterative process) CTdb Do

RE U THETIIRDO L HWCERENTWDS : ) RY—V R =T A b EiE, —0DOHP—E R

TN, ERFEEDICTY AT Lk, = KV —x 2 F (endto-end) OF Y [hbiET] . UV
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ANy T CERERTLFEDOZLERLET, [oTRAL 7Ry 7 Fx=—r o ek RO
EHICEY, REOICTERERIIEA EAEMLL TONET,

This approach can help address ongoing model performance, risk management, and regulatory
compliance of Al systems in real-world applications. Importantly, Al management requires a

risk-based regulatory framework built on robust principles, standards, best practices, and state-
of-the-art regulatory science tools that can be applied across Al applications and be tailored to

the relevant medical product.

o7 7u—FF, BEMR (ealworld) DT 7V r—3a IRT D Al AT LORKRR R E
TIVDIXT F—~ A (ongoing model performance) Y A7 E B VEHLHI~DOMERLIZ XL 5 DIk
N, BEROIL, Al DR Y AL b (Almanagement) (X, U A7 _— A DIEH) IR REAE I (risk-
based regulatory framework) 73BT H Y | Z OPHIAL, HEEEME (obus) ZFFDE ZAD, JHHI

(principles) . &Y (standards) . XA N 7T 77 4 A (best practices : #IEEEHE) THO, £ LT

Al 77U r—va CRRICHEATE, £ LTS 5 ERRICHS S 72 (be tailored to the
relevant medical product) . F BT DIEHLHI OFFFA)Y — L (state-of-the-art regulatory science tools) | 7ASHAHE &
Ihd,

3 The use of Al in the medical product life cycle for the development of drugs, biological products, devices, or
combination products may differ. For example, for drugs and biological products, the end product is typically the drug
or biological product itself, which will generally not include Al in that end product. For devices, the end product is the
device, which may itself be Al-enabled. When describing the life cycle of a medical device, including Al-enabled
devices, the term “Total Product Life Cycle,” or TPLC, is often used. For more information, see Total Product Life

Cycle for Medical Devices, September 6, 2023. https://www.fda.gov/about-fda/cdrh-transparency/ total-product-life-

cycle-medical-devices .

PEHRNL (drugs) « ZEWFR9BLEL (biological products) . HE%E (devices) . F/zldar v xr— = Hf,
(combination products) DFHFE D= O DERMELT A 7 A 7 V2B 5 Al OFEHIL, (FhFhT) #72
L%t o B2, BEEMAEM RIS OBAICIE, BERTITET . EEDFE AR R

HIETHY , @ CIERKEMICIE AL ZFEENEEA, T35 A (devices) DA, AQHGLILT 1 A

THY, ZNEAKS Al JIETHLIHEAELH Y ET, Al UET A A2 G EFEESRO T A 7 17 v
EOTAYG. =% Tu& s N 547 A7) (Total Product Life Cycle ; TPLC) | &5 HEE

NELEH S ET, FEMIC OV TIE, Total Product Life Cycle for Medical Devices, September 6, 2023.

https://www.fda.gov/about-fda/cdrh-transparency/ total-product-life-cycle-medical-devices . ZZH X i7-1>,
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This paper describes four areas of focus for CBER, CDER, CDRH, and OCP regarding the

development and use of Al across the medical product life cycle (see Figure 1).

ZOXEIL, EEESDOT A 7Y A 7L (medical product life cycle) ZREWMrAIIC, AIDBHFE & H

IZB§ L C. CBER, CDER, CDRH MO OCPIZFAL T, D4 >DOEH AR5,

Advance the Development of

Area of Focus

Promote the Development of Support Research Related to
Harmonized Standards, Guidelines, the Evaluation and Monitoring
Best Practices, and Tools of Al Performance

| Figure 1. Four areas of focus regarding the development and use of Al across the medical product lifecycle.

-Advance the Development
- Foster Collaboration to

Safeguard Public Health

of Regulatory Approaches
that Support Innovation

Bzl T3

- Promote the
» Support Research

Related to the
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Monitoring of Al
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Harmonized Standards,
Guidelines, Best Practices

Practices, and Tools

M1 EEBLDOTA 7Y A 7 NVORBERIZ2AIOBER L FEHAICE L TO 4 20455
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Responsible Use of Al in Medical Product Development
and in Medical Products

2= P i BRI S VR LS COAID BALH A H

With a shared commitment toward fostering innovation and upholding quality, safety, and
effectiveness, CBER, CDER, CDRH, and OCP plan to align their efforts to advance the
responsible use of Al for medical products. This entails building regulatory approaches that, to
the extent feasible, can be applied across various medical products and uses within the health

care delivery system.

A= v () AEESE, A TEFRMEEOME (quality) . Z8ME (safety) . X OVERD
PE (effectiveness) Z[A] L SH 5 Z &~m, LA L TORY AT, CBER, CDER, CDRH, } (*OCP
X ERESICET S Al OFTHLEHAHET 27200 A S5 2 L 25
W5, ZAUTIE, FEHLATRERHIPH CERRAL S X T AN DR & Zp R0 R I 1 T & 2 H
TR —FEEET L ENUETH D,

These Centers and Offices are taking or intend to take the following actions, which are organized around

the four areas of focus, regarding the uses of Al across the medical product life cycle:

I Z—BXOE 7 4 AL, EEREOT A 7V A 7 VBRI HT=5 Al OFEHICEIL
T, 4 DOESGHZFLIHRREINTZROEBEZFHE L WD, FRIEELLI TETH D,

1. Foster Collaboration to Safeguard Public Health
NRMER ST D T2 D 1 AR ET %

FDA’s medical product Centers work closely with developers, patient groups, academia,
global regulators, and other interested parties to cultivate a patient-centered regulatory

approach that emphasizes collaboration and health equity.

FDA OEHBLG L Z—1, BIJEE (developers) . EEEHIA (patient groups) . “FH¢ (academia) .
TR OHLHIY G (global regulators) | Z DAL BILRZFHIA (other interested parties) & BS54 (ZHHE L
T, B & AEEE D ZATAE (collaboration and health equity) % BAR L7-, BEF T LOBHIT Vo —F%
HATWD,

To continue fostering these collaborative partnerships, the Agency intends to:

NSO R— "=y TR LT D720, FDAIZRD Z & %2179 FET
HD,

VPRSI L0 R A BV L E 97, FRSULERROIFIEN BT v EH A, glar;r'l’gfl\gtf:ns  Go.ttd, I~
e, BRFEIL ALBROFME TR 74 0 ERAS LS LET, 7 FTTATAREE
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a.

b.

C.

Solicit input from a range of interested parties to consider critical aspects of Al use in
medical products, such as transparency, explainability, governance, bias* cybersecurity,

and quality assurance.

BIAME (transparency) . A AJREME (explainability) . /37 A (governance ; #i&) . /3 T A

%m;ﬁw>4\#%/*~t%;95w'@wmmmw;—ﬁmmm\%w@%%ﬁ\%ﬁﬁ\ﬂm
WERRET 52 L) | SEMRAE (quality assurance) 72 &, EFRBLILICEHIT S Al FIHOEE
Wi 2Rt 272010, SEIERERENPLOBERERDET,

4 The AI/ML Software as a Medical Device Action Plan (https://www.fda.gov/medical-

devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-

medical-device) includes a commitment to support regulatory science efforts related to the
identification and elimination of bias. While a patient-centered approach to transparency can
help mitigate the negative effects of bias, supporting advancements to prevent and eliminate
bias remains an important priority of the Agency as part of the FDA’s efforts to advance

health equity.

EEH T 7 ay « XI5 DXHRAUML Y 7 7 =7 (https://www.fda.gov/medical-

devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-

device ) 1F, A 7 ADFHE L HERICEIE S D BHIB T OR Y MALIET DL NS aI y ALY
EREENTWD, BRAE~OBERLOT 7 1 —F 137 OB L BT 5 DITHELON,
W52 T8 LYEBRT 2 72D OMER 2 SXET 5 Z L1, RO N EPEZ T 2 FDADO Y M4 D
—BE LT, RARL L CFDAOHEERELFIETH D

Promote the development of educational initiatives to support regulatory bodies, health
care professionals, patients, researchers, and industry as they navigate the safe and

responsible use of Al in medical product development and in medical products.

B R, EREME, BE, gtd. € U TERD, BRI JOEREGNIC
T5 Al ORZENOSELD DM a2 BT 272D BRI A OB 2t T 5,

Continue to work closely with global collaborators to promote international cooperation
on standards, guidelines, and best practices to encourage consistency and convergence in
the use and evaluation of Al across the medical product landscape.

ERLEERICDID AL O Lo —B ML IR RE L, LA T4 RT714 -,
NANT T 7T 4 ZZET HEEB D 2 REST D720, sl & ke RN R HE L B
(ZHEEE AT D,

PRI &0 Rz B L E 9, FROUIRRROFEDRRET G EE A, Pharma Solutions Co.Ltd.
Fio, FERREIR AT RO HEME TIER L, R VBERN S EHEN S ET,

7N ) a—ar kK&
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2. Advance the Development of Regulatory Approaches That Support Innovation

A/ _X—ar CEE) &XETDIENT 7 n—F OB EHEET S

FDA’s medical product Centers intend to develop policies that provide regulatory predictability and

clarity for the use of Al as part of their longstanding commitment to protect public health and

advance innovation. This includes:

FDA DOEFEELE 2 —X, ARBEAEZREL, 1/ X—vay (EH) 2HETLIE N
REICOE RV MHAO—ELE LT, Al ORI OWTHE] Lo PRI AT HedE & BAMerE 2 f 4t
THRI =% RETDHTFETHD, ZIUNIROFENEZEND :

a. Continuing to monitor and evaluate trends and emerging issues to detect potential knowledge gaps
and opportunities, including in regulatory submissions, allowing for timely adaptations that

provide clarity for the use of Al in the medical product life cycle.

AREME A FF O L v U (knowledge @ £13%) X v v 7 L 4FH% (opportunities) ZARIHT D720, b
Ly REBTICHBLLZMEZER L, £ U GHEZME T2 2 Lid, BRSO T A4 79
AT MIBTD Al OFEHEZRAEICT 22 A4 L) —REISEFRICT 25D TH D,

b. Supporting regulatory science efforts to develop methodology for evaluating Al algorithms,

identifying and mitigating bias, and ensuring the robustness and resilience of Al algorithms to

withstand changing clinical inputs and conditions.

Al TV Y RLEFE L, AT AZRE L TERB L, 2 L TEMT DER TOATIREMN
M2 HD AL 7L ) X LAOBREN L [AIE ) 2RI D710 DO hikimz 51X
7 hU— B A =R (regulatory science) DHLY flAZE W KR— T 5,

c. Leveraging and continuing to build upon existing initiatives® for the evaluation and

regulation of Al use in medical products and in medical product development, including

in manufacturing.

R L ORI (EZ25T) (2815 AL EHOFEHN & #H D72 OBEFD
B #r 3 ZIEA L, Sk L CREEL £,
5 See Using Artificial Intelligence and Machine Learning in the Development of Drug and Biological Products

https://www.fda.gov/ media/167973/download, Framework for Regulatory Advanced Manufacturing Evaluation

(FRAME) https://www.fda.gov/about-fda/ center-drug-evaluation-and-research-cder/cders-framework-regulatory-

advanced-manufacturing-evaluation-frame-initiative, and Artificial Intelligence/Machine Learning (AI/ML)-Based

Software as a Medical Device (SaMD) Action Plan_https://www.fda.gov/media/145022/ download

< PRI X OVEMBRIFIO B IZ 31T D N LEIRE & #h58 O ;- https://www.fda.gov/
edia/167973/download
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< HC & 2 Sk M o 7 L— AU —2 (FRAME)
Framework for Regulatory Advanced Manufacturing Evaluation (FRAME)

https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-framework-regulatory-advanced-

manufacturing-evaluation-frame-initiative, MY

c EERAL S L OMLE A S T EEMA SR T S Al O ORHE & B E B E LTWnET,
https://www.fda.gov/media/145022/ download

Artificial Intelligence/Machine Learning (AI/ML)-Based Software as a Medical Device (SaMD) Action Plan

https://www.fda.gov/media/145022/ download for the evaluation and regulation of Al use in medical products and

in medical product development, including in manufacturing.

d. Issuing guidance regarding the use of Al in medical product development and in medical products,

including, but not limited to:
JERRRARBASER L ONERRSLICRBIT S AL OERICBET U4 U AOFAT: LT E2EHETH, T
WZRRGE Sz,

i. Final guidance on marketing submission recommendations for predetermined change control

plans for Al-enabled device software functions. ¢
Al SIETSA ZADY 7 b7 = TR D FTE DL LE BB 5~ —7 7 4 > 7R O#ESE

FIHIZBT DA A & 2 26,

6 See CDRH Proposed Guidances for Fiscal Year 2024 (FY2024)

https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-

emitting-products/cdrh-proposed-guidances-fiscal-year-20241y2024

ii. Draft guidance on life cycle management considerations and premarket submission
recommendations for Al-enabled device software functions’
Al JIST A ADY 7 b U = THERRICET 5 7 A 7% A 7 VEBROEZEFE &t ARTOHELTHIH|Z
B % 41 4 AT

7 1bid. B7IZHE T

iii. Draft guidance on considerations for the use of Al to support regulatory decision-making for
drugs and biological products® .
= i e OV E R R DWW O THER I 2 3R T 2 720 O, AIOERIZE L TOBEHEIZ OV
ToHA 5 A8,

8 See CDER Guidance Agenda: New, Revised Draft and Immediately in Effect Guidances Planned for

Publication in Calendar Year 2024 https://www.fda.gov/media/134778/download
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3. Promote the Development of Standards, Guidelines, Best Practices, and Tools for the
Medical Product Life Cycle
EEBGEDOT A 7V A 7 NMZIANT T2 E#E (Standards) , A KT A 2 (Guidelines) , R N 75
7T 4 A (Best Practices) , Y —/V (Tools) DBAFE & RHET

FDA’s medical product Centers are committed to upholding safety and effectiveness standards across
Al-enabled medical products. Building on Good Machine Learning Practice Guiding Principles’, the
Agency plans to:

FDA DEREEE 2 —13, Al MISERE G RO e E GO IEELHERFT 2 Z LIV A TN D,
BN T M B R E A O 1SV T, BUFHBIIIR O 2 L AFE LT B,

a. Continue to refine and develop considerations for evaluating the safe, responsible, and ethical use

of Al in the medical product life cycle (e.g., provides adequate transparency and addresses safety

and cybersecurity concerns).

EWRE DT A 7Y A 7 VBT D Al OLEETESLD 2 fMELA RN 239 2 720 OB EHFHOWR &

BJE - fkfor L £ (B W@t a2t L, Zattl A =% U T 4 ORISR L ET).

b. Identify and promote best practices for long-term safety and real-world performance monitoring of
Al-enabled medical products.

b. Al G EFRELG ORI 22 2l & BERONT 4 —< U AR T DO DRA N T'T 0T 4 AR KRE
L. #EELET,

c. Explore best practices for documenting and ensuring that data used to train and test Al models are
fit for use, including adequately representing the target population.
Al EZNAD == 78T A MUERENL2T =2 0MERICE L T2 Z L2 FL L THER T 2729
DRAN TT77T7 4 A2 FGRHERZ#BYICET /R L) 2Rt LET,

d. Develop a framework and strategy for quality assurance of Al-enabled tools or systems used in the
medical product life cycle, emphasizing continued monitoring and mitigation of risks.
MRt =2 ) 7L U A7 ORI ERAZES , ERRGOTA 79 A 7V THASHLD AL MY —

IVEFINTY AT AOMEGEDT- DD 7 L—A T — 7 LK 2B L E T,

9 See Good Machine Learning Practice for Medical Device Development: Guiding Principles
M PR o B 78 O3 IEBAR A B D)« SRR D 2 A 7 4 7

https://www.fda.gov/medical-devices/ software-medical-device-samd/good-machine-learning-practice-medical-

device-development-guiding-principles

VB L 0 IR B LE T, FOCLEROGEESRET BE A, Mamasowtorscodt
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4. Support Research Related to the Evaluation and Monitoring of Al
Performance

AIDVERERHTG - BEARIC BRI D AFFE3 4R

To gain valuable insights into Al’s impact on medical product safety and effectiveness, and subject
to available resources, the Centers plan to support demonstration projects that:

IR DL L AL D Al OB OWTIE S D142 215 % 712 FIHA]
REZ Y VY —RIZS LT, B X —3UTOEET e V= N XETHTETH D,

a. Identify projects that highlight different points where bias can be introduced in the Al
development life cycle and how it can be addressed, including through risk management.

Al BT A 7V A 7 VBT, AT A (RY) PEAISND MRS D SESF
BmRE, VAZEMR 2@ U T 7 AT 2 HEE R 27 vy =7 &k
ET %,

b. Support projects that consider health inequities associated with the use of Al in medical
product development to promote equity and ensure data representativeness, leveraging
ongoing diversity, equity, and inclusion efforts.

BRI IR D Al OIS R EOARNEEBE LT m Y= a2 3HE
L. fRBERIZR 2 RRME, e, BEMEOID A ZIEH L CTATFZREL, T—2 D
REMEZMERT D,

c. Support the ongoing monitoring of Al tools in medical product development within
demonstration projects to ensure adherence to standards and maintain performance and reliability
throughout their life cycle.

TEVAML—vay FuveZ MNNOERREBJEICEIT S Al Y — /L Ok 72T =
YT aAEL, EESOREPLEZHER L, 74 7V A 7NV BEZBE L TAT r—< A
CAERME AR L E T,

Overarching Considerations and Next Steps
A=) —F U T DEELKRDRT v

FDA’s medical product Centers developed this paper to reaffirm our commitment to
promoting the responsible and ethical development, deployment, use, and maintenance of
medical products that incorporate or are developed with Al. This commitment aligns with
our mission to ensure patient access to medical products that are safe and effective for

their intended uses and underscores our dedication to facilitating innovation.

FDA OEFREGLE o Z—IX, Al ZHAAATE E7213 AL 21 U CTH% S EREE
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DEMH 2 MR, BA, M, RFE2RETD LV Fx (FDA) DOEY A% i
MR T DT DI DOXELFR LTz, ZORDMAAT, BRI HEICR L TLEETHR
M7 R A2 BENHEICHATEDL LT D LV IFDAOMMmE KL TBY, A/
N— 3 VOREIZKTT HFDADBRE B 7 K2 BT 2 b D TH L.

This paper also highlights our goals to promote the development and use of standards that
support our mission and to help ensure convergence, to the extent feasible, across the
Agency. As we move forward, we will maintain open channels for engagement with both

U.S. and global parties.

ZOSCE TATHRE L EE ) (X E 7. FATZ HFDAYS R O 2 i A EAEDBR%E & %
R L, FDADORIRT, FIREZRIR D IR A2 fEFEIZ T 2 DITHESL-D & W9 FDAD BAE & 583 L
TWb, FAA2BITZ 02 L2FESEDICH0 . KEBS I OHROYEEFEN & OEHO
TeODF =TI TF ¥ U RNVEAMEFFL TITS TH A 9,

CBER, CDER, CDRH and OCP plan to tailor their regulatory approaches for the use of Al
in medical products to protect patients and health care workers and ensure the
cybersecurity of medical products in a manner that promotes innovation. We acknowledge
that Al is a rapidly progressing field, and we anticipate that these actions may evolve as

we pursue these activities.

CBER, CDER, CDRH, &' OCP |, A / _X—¥ 2 V&R 5 HIECTRE L EREHES
RE L, BERGEOY A N—t X2 VT 1 ZMART D702, BEERLTO Al OfEHIC
KT HHM T T —FEAPESTHZ L EAFE LTS, FA7ebid Al NEHITER L TVD
TEHTHLZ L2kl T\ D,
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