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INTRODUCTION FIGURE 2. QUALIFICATION RESULTS

- - - - U.S. Food and Drug Administration®” :
* Software intended to be used for a medical function can be regarded as a medical g Yes The S:Ltl‘\",l'anre = ) NurnerOL.Js. SaM[?§ hav.e begn approved I?y each regulatory body, several of
device. These devices can include monitoring apps, diagnostic software, and Is the software part of Does the software diagnose, monitor, or treat disease or injury, which utilize artificial mtelllgence (A|) (Flgure 1). These range from

. . . . . a medical device investigate, modify, or support a physiological process, support or electrocardiogram monitoring to diabetic retinopnathv screeninge to lumbar spine
Interruptive devices. The most common software as a medical device (SaMD) hardware? sustain life, control conception, or disinfect medical devices? ! t t 5 t Othg les incl dp d y. hi gh t th P
therapeutic areas approved by the United States (U.S.) Food and Drug Ves No The softsv::,rl‘eDls not a (sj.ruc ure mfeasu.remen S. Zr exz;mp es |Inc uhe| ew;es whic su([j)por e
Administration (FDA) are radiology (64.3%), cardiovascular (12.9%), and general . e (FOA lagnosis of autism spectrum disorder, oral pathology detection an
) For clinical decision support software (FDA i1fi i itive- i i i
hospital (4.4%).1 g.uan;cjlflcatlon, and cognitive-behavioral treatment of anxiety and panic
) i . For clinical decision support or patient decision support software ISOraers.
e The FDA and Health Canada (HC) have available guidance on SaMD. These regulatory p . N
bodies rely on the International Medical Device Regulations Forum (IMDRF) to define Health Canada? ! Yes [RUCECRUCICIERN | Does the software only support a Does the software replace the * The qualification of medical device as software is similar for the FDA and HC,
. . o . . . SaMD | health care professional, patient, |Yes | clinical judgement of a health h diff ist for the EC (Fi 2). The FDA and HC SaMD
SaMD, which mention that qualified SaMD perform medical purposes without being is the software part of NIV Does it process or analyze a medical signal, or does | or caregiver in making decisions ~care professional to make 2 whereas ditferences exist for the igure 2). The an a
part of hardware.?3 Since the inception of its regulatory classification, HC has a medical device it provide recommendations about prevention, N for a disease? ) \_diagnosis or treatment decision? ) qualification depend on being a software and not part of hardware, as well as
approved over 1,000 SaMDs.* Meanwhile, in 2023, the FDA had approved 135, hardware? SIELTIOEE, MR ety CF MITISHNEn 68 elEeees —— Ye/ No l appropriate intended use. Clinical decision support software qualification is also
e sottware Is not a E . . . o . .
increasing from an average of 59 over the previous five years.l Yes | (" Thesoftwareis ‘The software is not the same for the FDA and HC. For the EC, qualification depends on being a
‘ | clinical/patient decision clinical/patient decision software and an accessory of or influencing a medical device. If the medical
 On the other hand, the European Commission (EC) defines software used for medical support software and is not support software and is : L . . .
: . D e \_subject to SaMD regulations / \_subject to SaMD regulations device does not meet this criteria, then it must perform a non-simple action on
purposes as medical device software (MDSW) which is intended to be used alone or . . . . L . .
: . . L . . o : data, it must benefit patients, and it must meet the definition of medical devices
in combination for a medical function.” For the purpose of this poster, MDSW will be European Commission® X The software is ,
cluded under SaMD Yes Ves MDSW covered by under the MDSW guidance.
' Is the product a Is the device a qualified medical Is the software performing an Is the action for the medical devices
e Aci . I SaMD . b . d I d d tot h I . I d t t software according Yes device, an accessory to a medical action on data different from Yes the benefit of (o s the SOfLV.vari atl\l_:IDSW regulations ° C|assification Of SaMD iS risk_based for a” regu'atory bodies Wh|Ch depends on
e A to the MBS e, e e Tl S s UL SUALIE ety 2 indivicuiar idance definition? the significance of information provided for the healthcare decision and the
is crucial for medical device developers to understand whether their devices are guidance? medical device? simple search? patients? guldance detinttion: X The software is not 8 P
: : 0 MDSW db iti ificati
regarded as SaMD or MDSW, as well as the different processes required for approval . . med?f;eézviczs state of the healthcare condition (Table 1). The cIaSS|f|cat|on.fc.)r the FDA |
depending on the device functionality. regulations d(?pends on. the IMDRF, and HC has adapted the IMDRF classification to align
Note: Qualification flow diagrams are summarized based on guidance documents. Additional qualification details can be found in those documents. with Canadian regulatory processes.
OBJECTIVE TABLE 1. REGULATORY BODY CLASSIFICATION * The classification numbers differ which lead to differences in regulatory
e approval, as different classes have different pathways and timelines (Table 2).
* The objective of this scoping review was to investigate the guidelines by the FDA, HC, The FDA requires self-registration for class | (sometimes class I1), 510(k)
and the EC to determine the different definitions of a SaMD as well as the varied T e . : : - issi i
S | | State of Healthcare Significance of information provided by SaMD to healthcare decisions submission for class Il .(sometlme.s class !)' and a premarket approval for class
classifications and their respective pathways to approval. . " : — : — , 1I/IV devices. HC requires a medical device establishment license for class | and
situation or condition Treat or diagnose Drive clinical/patient management Inform clinical/patient management

a medical device license for class Il and Il devices. For the EC, self-certification
can be conducted for some class | devices and a conformity assessment and CE

 SaMD approved by the different regulatory bodies was also investigated to illustrate

. . . . . . IV 11 I
successful examples to guide medical device developers in future medical device

endeavors Critical Ll L Lor II° mark is required for some class | devices as well as class II-1ll devices.
' 1] Ilb lla
 SaMD and MDSW both include in in-vitro diagnostic (IVD) medical devices, although " 0 | _
regulations vary compared to non-IVD SaMD. This poster focuses on non-1VD SaMD. Serious 1l or 1112 Il or III2 Lor 1B LIMITATIONS
lb lla lla * Only three regulatory bodies (FDA, HC, and EC) were investigated for guidance
I | | on SaMD/MDSW, although other regulatory bodies exist and may have official
METHODS Non-serious | or IIb | or IIb | or IIb guidance, which may or may not differ from those investigated in this study.
e Official guidance from the FDA, HC, and EC was collected, followed by the gathering lla lla lla .

Official guidance documents were written with technical vocabulary.

of other grey literature articles.

, , , FDA SaMD Categories for Classification® * |VDs were not separately investigated in this poster. Regulatory differences for
* Guidance documents and other literature were I’EVIEWEd, and data was extracted HC Non-IVD SAMD Classification?: °Class Ill if an erroneous result could lead to immediate danger; °Class Il if the software is intended to image or monitor a physiological process or condition; Class IV was the FDA. HC. and EC can be found below:
based on definition and qualification of SaMD, classification, approval processes, mentioned in HC guidance as pertaining to regular medical devices and was not included in the HC classification table S '
post-market surveillance, and examples of SaMD which have been approved. The EC Medical Device Regulation (MDR) Classification (in vitro diagnostic medical devices regulation (IVDR)), is not included® * For the FDA, the IMDRF framework for SaMD applies to any software that
data was then summarized. performs a medical function independently of hardware, regardless of

TABLE 2. SUMMARY TABLE whether it relates to IVDs or not. As a result, both IVD and non-IVD SaMDs
FIGURE 1. SaMD EXAMPLES adhere to the same general principles outlined by IMDRF. However, the FDA

makes a distinction between IVD devices, which are regulated separately.®

Criteria U.S. Food and Drug Administration Health Canada European Commission
Software intended to be used for one or more | Software intended to be used for one or more Software that is intended to be used alone or in  For HC, IVD is considered under the IMDRF framework similar to the FDA,
FDA Approved EC Approve Definition medical purposes that perform a qualified medical purposes that perform a qualified combination, for a qualified medical device although classification rules are dependent on Schedule 1, Part 2 of the
purposes without being part of a hardware purposes without being part of a hardware purpose> Medical Device Regulation that are applicable to IVD devices. All IVD device
szl . . medical device® medical device’ classification rules apply to IVD SaMD besides Rule 6.3
Prenatal ultrasound tracking device Anxiety anc panic Classification | Class I, 11, I, V8 Class I, I, III3 Class 1, Ila, Ilb, III5
. ass ass ass |, lla . . L : : : :
automation device (FDA: Il, EC: I) disorders treatment AL i L _ . * The EC also provides MDSW guidance for in vitro diagnostic medical devices
(FDA: I) Lumbar spine c:gll)ce Self-réglétrat|on (Class I, some Class 1), 510(k) I\/I.edlcal devices oyerall. Se.lf-reglstrat|on (Class | regulation (IVDR), although this was not included in the classification. The
Autism spectrum measurement device Approval SmeISSIIO(E:/(I::;SS I:; S(.)m.e Cl(acsls ) Iﬂ;e;}mal\rlket Medical Device Establishment License (Class 1), Wltho,:t j r;leasufrmg ?‘tunctlon o th:;eéha’]cc ot it definition is the same as the medical device regulation gMDR) for qualified
1 TR approva submission (Class Ill), De Novo , o non-sterile), conformity assessmen onformité -
disorder diagnosis Srenilh il Skin lesion process PP o , , Medical Device License (Class II-11l)*2 , Y IVDR purposes, although they are regulated differently.
& . .. t devi classification request (novel devices which are Européenne (CE) mark (some Class | & Class |-
device Diabetic retinopathy assessment device e .
(FDA: Il) screening device (EC: 1l1) low-to-moderate risk) 1)
Diabetes (FDA: I, HC: II, EC: IIb) Clinical CONCLUSIONS
monitoring investigation | Required for Class IlI/IV, sometimes Class I1°1® | Required for Class 1112 Required for Class Ill, sometimes Class lla & llb!’ . . ,
device Electrocardiogram requirement e SaMD qualification and classification determines the regulatory pathway for
(FDA: Il, HC: 1) monitoring device _ _ approval and marketing capabilities in different regions. Understanding the
oral oatholo (FDA: II, HC: I, EC: lla) A.pproval 90 days (501(k)), 150 days (De Novo), and 180 | 120 days (Class 1), 15 days (Class I1), 75 days (Class | Medical devices overall: 3-6 months (some Class | regulation of SaMD, and the differences between regulatory bodies, is essential
P 8y time days (PMA)? 11])13:14 & Class lla and lIb), 6-9 months (Class I11)8

for successful approval, specifically as guidance continues to evolve with
Medical devices overall: Monitoring performance advances to Al and machine learning (ML).

quantification device
(FDA: Il, HC: I)

Post-market Mandatory reporting of adverse events, post- | Medical device incidence and adverse reactions 4 <afet - dic safety uodat X

- . _ , , . and safety, periodic safety update report, _ . . .

HC A d surveillance market studies, manufacturing plant reports, complaint handling, recall provisions, vigilance reporting, post-market clinical data » To balance safety requirements with technological innovation in healthcare,
pprove inspections, user feedback, recall oversight! discontinuance and shortage reporting®> ' regulators and industry stakeholders must collaborate continuously to develop

collection, quality management system?’

appropriate recognition standards for evidence and documentation.
Approval of SaMD is based on data available at the time of poster presentation; classification of the SaMD is in parentheses.
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