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Digitalization across the health care continuum
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Leveraging computing power, sensors, connectivity and
software across the health care continuum.
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The rapidly evolving nature of digital health is
sparking a paradigm shift

Current Regulatory Paradigm

p
Premarket timeline suited for hardware

\based products

p
Deterministic risks, known responsibilities,

\physical products

p
Program capacity manages ~3,500 510(k)
\submissions / 2200 pre-submissions

.

Unique Aspects of Digital Health

(

kdevelopment practices + rapid iterations

N
Software development timelines + software

(

. responsibilities, non-physical products)

Emerging issues (cybersecurity; distributed

\_

N
Potential for exponential increase in volume

of submissions

J

Harnessing the potential of digital health tools can lead to making medical care truly patient-centric
and to reduce healthcare costs and risks to patients.
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Focusing Initially on SaMD

part of a hardware medical

device.”

“Software as a Medical Device” (SaMD) is defined as software intended to be
used for one or more medical purposes that perform these purposes without being

SaMD inputs

d

-

Lab results, medical images,
symptoms, genomic data,

instrument results, patient

iagnoses, immunization dates,

allergies, etc.

SaMD Algorithm |

I
Data Types }

environmental signals, Pictures,
activity data, phenotype data, IVD

demographic information, progress
notes, vital signs, medications

Algorithm, Inference
engine, Equations,
Analysis engine
Model based logic,
Al/ML, etc.

/
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( Reference data,
Knowledge base,
Rules,

SaMD output

s

\ Criteria, etc. j

.

Intended Use for
Medical Purpose
(Inform, Drive,
Diagnose, Treat)

\

J
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FDA Pre-Cert Program

Organization-based streamlined regulatory approach for
Software as a Medical Device (SaMD) that relies on a

a demonstrated Culture of Quality and Organizational Excellence

FOA



Based on 5 Excellence Principles

Patient
Safety

Demonstration of a commitment to providing a safe patient
experience, and emphasizing patient safety as a critical factor in
all decision-making processes.

Product Quality

Demonstration of a commitment to the development, testing,
and maintenance necessary to deliver SaMD products at the
highest level of quality.

Clinical

Responsibility

Demonstration of a commitment to responsibly conduct clinical
evaluation and ensure that patient-centric issues including
labeling and human factors are appropriately addressed.

Cybersecurity
Responsibility

Demonstration of a commitment to protect cybersecurity, and
proactively address cybersecurity issues through active
engagement with stakeholders and peers.

Proactive

Culture

A .| | .|
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Demonstration of a commitment to a proactive approach to
surveillance, assessment of user needs, and continuous learning.



Our goals for a new model

Enable a tailored, pragmatic, and least burdensome
regulatory oversight that

1. Assesses organizations to establish trust that they have a
culture of quality and organizational excellence such
that they can develop high quality SaMD products;

2. Leverages transparency of organizational excellence and
product performance across the entire lifecycle of SaMD;

3. Uses a tailored streamlined premarket review;

4. Leverages unique postmarket opportunities available in
software to verify the continued safety, effectiveness,
and performance of SaMD in the real world.
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A Reimagined Approach

. IMDRF - SaMD Types
! Landscape/Scope

\

e.g. lower-risk software,
certain modifications Commercial
Based on Distribution &
SaMD Risk + Real-World Use
( FDA Pre-Cert Pre-Cert level Streamlined
level

H Real World
F DA Pre-CerI: Data

Collection )

- Clinical Trials x.\e'o‘\ce

Outcomes eﬁe‘
o
research
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A Least Intrusive
Ongoing Reasonable Assurance of Safety and Effectiveness

Organization-Level

. Product-Level

Appraising and Certifying
6 Organizational Excellence

Demonstrate
Organizational

Pre-Cert Total
Excellence

Product
Lifecycle (TPLC)

Monitoring Ongoing
Organizational Excellence

and Product Performance \_
in the Real World v

Go-To-Market

@ Determining Risk and
Communicating Product Profile

Define SaMD
Market Claims

& Review Product Review
Product ﬂ (if required)
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More Details on Excellence Appraisal

1. Develop the process for ESTABLISHED REFERENCE NG RGANIZAT 10N )

precertification of a company anc Domans  Elemens Procoss/Activtios " IndRatDn

2. Determine the elements T i e kel et
. g APPRAISAL PROCE 5 a u -

necessary for appraisal:

* Do the process/activities identified by H'I;

[ ] E I igi bi I ity —’. arganization appropriately demanstrate §‘ _‘_

gxcellence in the elements?
* Are the KPH appropeiate and sufficient T

* Pre-Cert application

. B b e
e Appraisal Jocaach
Principle
¢ PrE'Cert StatUS PRE-CERT LEVEL DETERBMINATION scollence Principles T —
determination " e I I I I I ™ ..
organization s elementsto
. the Excellence Principles?
i Malntenance and [l n,:,llll ||'||':|||L|r'h.||!||_'||'”rF @‘ @ a @ ~ ik
easure show concordance
m0n|t0r|ng Of ?A TI:H'-"ME:'I'IP;.‘HI;;I e f—
prece rtiﬁcation status Figure 3. Conceptual Framework for Excellence Appraisal
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Enabling Continuous Learning
from Real World Performance Data

SaMD manufacturers are encouraged to leverage SaMD’s technology capability to capture real world
performance data to understand user interactions with the SaMD, and conduct ongoing monitoring of
analytical and technical performance to support future intended uses.

—p  Post Market
SaMD Monitoring
Definition Collect - . . .
* User feedback, 1. Additional clinical data is gathered.
Stat.eqlent » Complaints. Data g
Original ¢ ﬁf;zsitc 2. The data may create and support new

intended use(s).

Analyze
Data

REPEAT
CYCLE

3. The SaMD manufacturer will update the
clinical evaluation and generate a new
definition statement.

Appraise
Data

New Clinical
Evidence

4. Then the cycle repeats.

» Enablement of new »
functionality Clinical

» Disablement of Evaluation
existing functionality
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Types of data generated by sensor-based digital
health products

www.fda.gov

Passively

Generated Data

User

engagement

Product

performance

\.

v,

Actively

Generated Data

Health

outcomes

User

\.

satisfaction

v,
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Building the Program with Continuous Public Input s

* Release working model updates throughout 2018,
with each update incorporating comments and

learnings. | ’

— April 2018: Working Model v0.1 released Direct Docket
— June 2018: Working Model v0.2 released
— Dec 2018 / Jan 2019: Working model v1.0 scheduled

release Feedback &
* Focus on being collaborative and transparent Learnings
* Ensure development process meets federal
guidelines:
— Federal Advisory Committee Act (FACA) Public ?'I_Ot
Workshop Participants

— Paperwork Reduction Act (PRA)

fames
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Our Most Recent Working Model Release

Developing Software Precertification Program:
A Working Model

(v0.2 - June 2018

www.fda.gov

Working Model v0.2 — June 2018

e C(learly stated program vision and goals.

e Clarity on who is eligible for precertification and which
product type review pathways are the focus for 2019.

* OQutline of each program component:

Excellence Appraisal
Review Determination
Streamlined Review
Real World Performance

* Description of interdependencies between
components.

* Noted where we incorporated comments.
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Looking Ahead: Our Next Release

Next release anticipated for December 2018 or January 2019
Release will include
 Working Model v 1.0:

* Refine and clarify program components and intersections
* Respond to and incorporate comments from the federal register

* Test Plan for Phase 2 of the pilot:

* A plan to confirm that products reviewed via the software precertification program
maintain the same level of safety and effectiveness as products reviewed via the
traditional pathway.

www.fda.gov
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Pre-Cert Roadmap

Overall Roadmap

2017 — Select pilot participants; develop
program timeline

2018 — Develop a working model collaboratively
with public input

v Year-long: Receive and review docket
comments

v April: Released Working Model v.1
v June: Released Working Model v.2

O December (orJan ‘19): Release Working
Model v1.0; and Test Plan for phase 2 of
the pilot.

2019 — Phase 2 of pilot
O Midpoint Update
U December: Release Working Model v2.0

www.fda.gov

Work to Complete in 2018 and 2019

Now thru December 2018

9
9

Incorporate comments from public docket

Finalize specifics for phase 2 of the pilot

—> Release working model v1.0
Throughout 2019

%

%

Conduct excellence appraisal using the criteria and
methodologies designed in 2018.

Conduct streamlined review and provide premarket
authorization based on current authorities.

Create mechanisms to access real world performance data
from pilot participants, perform analysis, and identify
benefits and risks of SaMD products.

Refine or confirm types of SaMD products that require
review prior to marketing.

Work with pilot participants to quickly correct adverse
events related to products cleared through the model.

Transparently share test results with the public and
ongoing revisions to the model.
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Get Updates on Pre-Cert

bit.ly/Precerthome
#FDAprecert
@ _BakulPatel
US Food & Drug Administration
Bakul Patel
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