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Dr. Heather Agler is a Senior Science Health Advisor in the U.S. Food and Drug
Administration (FDA) Center for Devices Radiological Health (CDRH). Dr. Agler
develops collaborations between medical device developers in government agencies
(i.e., Department of Defense [DoD], Biomedical Advanced Research and Development
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Learning Objectives

At the conclusion of this activity, participants will be able to:

1. Explain the Center for Devices and Radiological Health’s (CDRHs) role in emergency
preparedness and response.

2. Describe how CDRH collaborates with the Department of Defense (DoD) and other
agencies to develop new medical countermeasures.

3. Discuss CDRHs role in the COVID-19 pandemic response, including mitigation of
shortages.

4. lllustrate how CDRHs new Resilient Supply Chain Program is building resilience in the
medical device supply chain.



* Food and Drug Administration (FDA) and our role in emergency preparedness and
response

Agenda

* The All-Hazards Readiness and Response’s (ARC) role in the Center for Devices and
Radiological Health

* COVID-19 Response and Shortages
* Creation of the Resilient Supply Chain
c Q&A
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Food Drug Biologics  for Devices &  Veterinary ~ Centerfor
Safety & Evaluation Evaluation & Tobacco  Radiological Medicine  Toxicological
Applied & Research  Products  Health (CDRH) Research
Nutrition Research (FDA.gov, n.d.)

Center for Devices and Radiological Health (CDRH)

Responsible for regulating firms who manufacture, repackage, relabel, and/or import medical devices and in-
vitro diagnostics (IVD) for sale in the United States.

Regulates radiation-emitting electronic products (medical and non-medical) such as lasers, x-ray systems,
ultrasound equipment, microwave ovens and color televisions.



(int.nyt.com, 2016)

Public Health Emergency Medical Countermeasure
Enterprise (PHEMCE)
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Key
PHEMCE Mission Components

Q) HHs PHEMCE Agencies

) Non-HHS PHEMCE Agencies

D Non-Federal Stakeholders

Acronyms

PHEMCE: Public Health Emergency Medical
Countermeasures Enterprise

DHS: Department of Homeland Security

DoD: Department of Defense

USDA: U.S. Department of Agriculture

VA: Department of Veterans Affairs

HHS: Department of Health and Human Services

ASPR: Assistant Secretary for Preparedness and
Response

BARDA: Biomedical Advanced Research &
Development Authority

CDC: Centers for Disease Control and Prevention
FDA: Food and Drug Administration
NIH: National Institutes of Health



The Public Health Emergency Medical
Countermeasures Enterprise (PHEMCE)

PHEMCE coordinates Federal efforts to enhance chemical, biological,
radiological and nuclear threats (CBRN) and emerging infectious
diseases (EID) preparedness from a medical countermeasure (MCM)
perspective.

PHEMCE is led by the Health and Human Services (HHS) Office of the
Assistant Secretary for Preparedness and Response (ASPR) and
includes three primary HHS internal agency partners: the Centers for
Disease Control and Prevention (CDC), FDA, and the National Institutes
of Health (NIH), as well as several interagency partners: the
Department of Defense (DoD), the U.S. Department of Veterans Affairs
(VA), the Department of Homeland Security (DHS) and the U.S.
Department of Agriculture (USDA)
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Office of Counterterrorism and
Emerging Threats (OCET)

Policy and planning matters concerning global health security,
counterterrorism and emerging threats.

Serves as the FDA focal point for the HHS PHEMCE and DoD MCM programs
to support the warfighter.

Coordinates FDA’s MCM Initiative (MCMIi) to facilitate the development of
safe and effective MCMs against CBRN and emerging threats, such as
pandemic influenza.

Develops and coordinates implementation of FDA policies and procedures
to facilitate the availability of MCMs, including appropriate mechanisms,
such as Emergency Use Authorization (EUA).

11



* Food and Drug Administration (FDA) and our role in emergency preparedness and response

* The All-Hazards Readiness and Response’s (ARC) role in the Center for
Devices and Radiological Health
 COVID-19 Response and Shortages

* Creation of the Resilient Supply Chain Program
* Q&A

Agenda
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CDRH’s All-Hazards Readiness,
Response, and Cybersecurity (ARC)

Create a culture of preparedness that allows the American people to have ready
access to safe and effective medical devices during steady-state and response to
any natural, accidental, or intentional public health or cybersecurity emergency.

Prepare and respond to emergencies
Mitigate shortages of essential devices during emergencies
Promote the development of new medical countermeasure devices

Lead and advance the cybersecurity posture of the healthcare
ecosystem

13



FDA
All-Hazards Readiness, Response and .
Cybersecurity (ARC) Program

ARC’s work focuses on three main areas:

* |nnovation Program — Supports the development of new innovative

medical countermeasure devices and new innovative devices to support the
warfighter

° Cybersecu rity Program - To lead and collaboratively advance the

security posture of the healthcare and public health (HPH) medical device
ecosystem

* Emergency Preparedness/Operations and Response - To

prepare and respond to emergencies and outbreaks via a framework that
supports timely CDRH efforts to prevent and mitigate patient harm

14



All-Hazards Readiness, Response and
Cybersecurity (ARC) Innovation Program

Supports the development of new innovative medical countermeasure devices and
new innovative devices to support the warfighter

MCM Devices: A medical device used in the detection, prevention, and
management of a CBRNE, emerging infectious disease, or natural disaster event.

Work with our federal partners including the DoD, BARDA, CDC, and others to
get new medical countermeasure devices cleared and approved.

— Outreach
— Education
— Collaboration

Our goal: Shorten time it takes to develop safe & effective MCM devices so they

are available when needed.
15



FOA
ARC Innovation Program .

Stay in contact with DoD and BARDA, and other PHEMCE partners on a regular
basis and answer their medical device regulatory questions.

Speak at DoD, BARDA, and other PHEMCE partner events to discuss programs
available for new innovative medical devices and to help them navigate pre-
market pathways.

Work with pre-market review Divisions to educate them on the special needs
and special use environments that often accompany MCM medical devices.

Continue to run a working group that gathers CDRH subject matter experts to
respond to DoD, BARDA, and other PHEMCE related questions and requests.

16



Types of Interactions: Medical Device
Manufacturers

* Work with small medical device companies that are developing needed
medical devices for the warfighter.

— Often have no prior experience with FDA and need help with
understanding our processes and regulations.

— Provide strategic help by educating companies on the various pathways
available. (ex. Breakthrough Devices Program, HDE, De Novo...)

— Provide information on the various resources FDA has available on our
website.

Provide a POC to ask questions!!

17



Collaborations with DoD

Defense Advanced Research Projects Agency (DARPA)

— Sepsis, Traumatic Brain Injury (TBI), Prosthetics, Wound Stasis System,

Office for Naval Research (ONR)
— Automated / Autonomous Critical Care

ARMY/Medical Research and Development
Command (MRDC)

— TBI, closed-loop control technologies, wearables

Air Force
— Closed-loop control ventilation

DTRA (Defense Threat Reduction Agency)

Special Operations Command (SOCOM)

(medpagetoday.com, n.d.)
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Types of Interactions: Military Contacts

e Regular interactions with the Army, Navy, and Air Force on their medical
device development needs.

* Example: ONR’s Automated Critical Care System (ACCS)
— Unique complex device devised of a system of closed loop systems.

— Established internal group that fields difficult questions on a closed loop systems, unique
use environment, etc... Educate internal reviewers on some of the special use
environment considerations.

" Automated Critical Care System (ACCS)

Treating multiple systems in a single
patient

Therapeutics

Eﬂomtor!ng Automated Decisions " Mechanical Ventilation

. TV:Fluld Input " Physiological Data *® Supplemental Oxygen

. Urine Output Input "  Physiological Monitoring
sPoz ®  Smart Algorithms * Casualty and Fluid

* Nonlnvasive Blood * Therapeutic Decision Warming

. Press'ure Output " Analgesia/Sedation
Cardiac Output " Data Storage Therapy

" \Ventilationtoinclude 5 o4 oo ®  Fluid and Drug Infusion

volume, rate, pressure 19
(PEEP) (nre.navy.mil, n.d.)



(aspr.hhs.gov, n.d.)

Types of Interactions: BARDA

Regular interactions with BARDA to discuss their product
portfolio.

BARDA manages the devices that are in the Strategic National
Stockpile. They also fund development of needed MCM
devices.

Example: Shelf-life extension of devices in

the Strategic National Stockpile (SNS)
*  Work with OCET to understand the regulations
and how they apply for a given situation
*  Work with BARDA to develop an achievable plan
to provide testing that will extend the device’s
shelf-life

20



_ FDA
Emergency Preparedness/Operations .

Emergency - an unforeseen occurrence or a combination of circumstances that poses a significant risk
to public health and that involves the safety, efficacy, and security of human and veterinary medicines,
biological products, medical devices, our Nation’s food supply, cosmetics, products that emit radiation,
and tobacco products that call for immediate actions by FDA staff

The ARC program is involved when there are emerging public health issues involving medical devices
that require a coordinated response from CDRH.

Examples:

Triage and manage incidents

Coordinate interactions with internal and external stakeholders
Evaluate and synthesize data associated with the incident
Coordinate cross-cutting response for CDRH

Brief FDA and CDRH leadership

COVID-19 Response MEDICALSCOPES LNKED T0

SPREAD OF “SUPERBUG"

Ebola response

Heater-cooler devices

(cdc.gov, n.d.)
DUOdenOSCOpeS (cidrap.umn.edu, 2021 21
(topdoctors.co.uk, 2017)



* Food and Drug Administration (FDA) and our role in emergency preparedness and response

* The All-Hazards Readiness and Response’s (ARC) role in the Center for Devices and Radiological
Health

 COVID-19 Response and Shortages

* Creation of the Resilient Supply Chain Program

* Q&A

Agenda
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COVID-19 Response

Serve as the CDRH representative for the Agency level Incident Management
Group (IMG)

Managed non-IVD EUAs at the beginning the PHE

Managed policies related to Personal protective equipment (PPE)

Predict, manage, and mitigate shortages

Creation of the Resilient Supply Chain Program

(hsph.harvard.edu, 2020)
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Collaboration with the DoD was
Key During the COVID-19 Response

* Relationships with federal partners such as DHA, MRDC, Joint
Program Executive Office (JPEO) Chem-Bio, and Air Force
were already in place.

* FDA was already aware of devices that the DoD was
developing that might be used in the COVID-19 response.

* Based on the device development work done before the
pandemic, along with conversation with our federal partners
including DoD during the pandemic, FDA quickly had an
understanding of the technologies available that could help
facilitate the availability of critical devices using

* EUAs
* Enforcement policies

(who.int/health-topics/coronavirus, n.d.)



Background

Impact of COVID-19 on the medical device supply chain

The COVID-19 pandemic created cascading disruptions in the
medical device supply chain producing shortages in a wide
range of critical medical devices

*  Personal Protective Equipment (PPE) (N95s, surgical gloves, gowns)

* Respiratory devices (ventilators, filters, breathing circuits)

*  Blood collection tubes

*  COVID testing kits

E
* wes
(1) 1 {-_
o [‘ I\ﬁxqf =

Lack of adequate medical supplies can result in harm to patients

(news.mit.edu, n.d.)
(bd.com, n.d.)
(statnews.com, n.d.)
(brainandlife.org, n.d.)
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Background

Medical devices are critical during the pandemic ﬁ 12 i

* When the right devices are not available, it ok vk cnc B € £
affects individual patients and effects the ability ~=:-:--- -
of the country to respond to the pandemic. ¥

— Proactive vs. Reactive — Want to prevent shortages SEERRRES
so that it never affects a patient's health :

— Pandemic strained the supply chain —just-in-time  “:::::
manufacturing could not keep up with the demand ::::

— Major challenges during the pandemic:
— Raw material shortages
— Component shortages
— Shipping overseas/port congestion
— Transportation inside the U.S.
— Worker shortages

26
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Complexity of Medical Device Supply Chain

RAW MATERIALS COMPONENTS ASSEMBLIES ASSEMBLY, DISTRIBUTION AND LAST MILE SERVICE

INTEGRATION, KITTING

>,
; Forei t . — . Healthcare
Resin oreign expor Melt blown fiber  complex global Inflexible, Masked Justin time providers and
shortages restrictions & microchip sourcing constrained capacity demand stockpiles labs
shortages
MULTI-MODE TRANSPORTATION 3 . @
[ ]

On-ocean lead-time Port congestion &

container shortages

Source: US Food & Drug Administration
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Challenges Predicting Shortages

Limited data available for tracking and predicting shortage

Current FDA databases
— Registration and listing information is not always up to date
— No information on production volumes
— Databases are not connected

Difficult-to-Find Medical Device Data
— Information is distributed among various data sources

— Medical devices are diverse in terms of technology, raw materials,
distribution, etc.

— Different types of data may have varying degrees of importance based
on the device type

28



Challenges Predicting Shortages

Creating a shortages program within the Center for Devices and Radiological Health (CDRH/FDA)

Limited Regulatory Authorities
— FDA had no shortage authorities for devices before 2020

— Now manufacturers need to notify FDA of a disruption in manufacturing or inability
to keep up with demand during a public health emergency (506J of the FD&C Act)

— Most information needed is provided voluntarily by manufacturers

FDA’s Center for Devices and Radiological Health (CDRH) was building a
shortages program during the response to the pandemic

— Pulling together data and information was manual and strained resources

— Information was often incomplete

— Little information on raw materials and components

29



Novel
approaches in
the COVID-19

pandemic
response

Blood Purification
Devices

Decontfamination
Systems for N95s

Novel Products

Auto, Airline Manufacturers
Novel Making PPE and Ventilators

Manufacturers 3D Printing of Swabs and
Ventilator Components

Umlbrella

. . Emergency Use
Novel Policies and A ihorizations

Approaches Enforcement
Policies

30



Assessing Supply Chain Weaknesses to
Prevent Shortages

|ﬁ Analyze supply data from various internal and external sources

Outreach to >1,000 manufacturing sites across 12 countries to assess
supply chain vulnerabilities

~&- Horizon scanning to assess demand for devices needed to respond to the public
~ health emergency, including PPE, ventilators, diagnostic supplies, infusion pumps,
non-contact infrared thermometers

®

2e8 Establish a tfeam working with the field to address import issues

Outreach to component and raw material providers to predict downstream
device availability concerns

31



Collecting Shortage Data and Identifying
Critical Devices

* Created a group within CDRH to outreach to various groups and create a list of
products critical to the care of COVID patients

e Collaborate with government agencies to share information

— HHS worked with distributors and hospitals to collect data and create a database to track
certain critical products

e Qutreach to non-government groups to find new sources of data to further
enhance information from internal databases
— Group Purchasing Organizations (GPOs)
— Distributors
— Manufacturers
— Professional societies

32



Creation of a Shortages Program

Notification of supply chain disruptions

* Section 506J of the Federal Food, Drug, and Cosmetic Act (FD&C) Act requires
manufacturers of certain medical devices to notify the FDA of an interruption or
permanent discontinuance in manufacturing of such devices

* The FDA issued immediately in effect guidance to implement and clarify during the
COVID-19 public health emergency

* 506J Guidance: Who, When, What, How of Notification + Example

* Web: List of Medical Device Types to Help Determine Section 506J Notification
Obligations

* Manufacturer notifications contribute critical information to help the FDA assess,
prevent, and mitigate shortages during the COVID-19 public health emergency

33



FDA/CDRH Approach to Addressing Shortages

Inputs
Engagement & Outreach
Horizon Scanning
Supply Chain Illlumination
Supply / Demand Gap Analysis
Shortage List Management

Ongoing Collaborations

— Partnering with CDC, BARDA, SNS
DoD, Assistant Secretary for
Preparedness and Response
(ASPR), Federal Emergency
Management Agency (FEMA)

— New and existing manufacturers
— Distributors and End Users

CDRH Mitigation
Actions

Facilitated shortage mitigation
Umbrella EUAs

EUA Supplements

lIEs

Expedited 510Ks

Policy updates

Outcomes

Communications and guidance
FAQs

Letters to health care providers
Facilitated webinars

34



Shortage Process/Mitigations Plan FOA

Possible Mitigations

FDA Mitigations
Signal Triage . Srléféeiigrto other manufacturers for increased
ucti
: » Outreach to
Shortage Signal manufacturers Emergency Use Authorization to bring in new
e . ’ duct
» 506J Notifications GPOs, procue
distributors Shortage . Enforcement discretion
+ Signal from GPOs or Assessment . , -
distributors . Alternatives . Outreach to . Expedited review of submission for new product
_ available manufacturers . Conservation strategies
» Device Shortag
Mailbox * Market shc . Production Work with non-traditional manufacturers
numbers/demand C ot
« Other government « Effects unclear; / O
agencies need to monitef - Get well date Outside of FDA

« Significant
disruption?

1. DPA authority

+ |dentify pain points
in the supply chain 2. Industrial-based expansion

. Bron(.jll . 3. Others
specificitye
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* Food and Drug Administration (FDA) and our role in emergency preparedness and response

* The All-Hazards Readiness and Response’s (ARC) role in the Center for Devices and Radiological
Health

 COVID-19 Response and Shortages

Agenda

* Creation of the Resilient Supply Chain Program
* Q&A
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Roadmap to Resiliency

PREVENTION

STRATEGY MINIMIZE Reactive Maximize Prevention ))) ENABLE Resilient Supply Chains ))) ENSURE Device Availability __

Stakeholder Engagement RSCSPP visual analytics/dashboards

Device supply chain base visibility L R SRS P e IS

preparedness plans PROACTIVE,
! NOT
Basic shortage triage Automated Ingestion supply data Predictive modeling and impact analysis
REACTIVE
Manual data capture a?nd supply chain Market Analysis (share, impacts) Product authgntlcatlon / cpunterfelt -
illumination detection / prevention
Inter-agency collaboration Basic Al/ML analytics Products for decision making SUSTAINING
. CAPABILITIES
Ad-hoc voice-of-Health Care Providers o market‘and coynterfelt signal Pre-positioned mitigation strategies
integration &
el e SeEmiie Strategically scraped and integrated Collaborative Communities, outreach and INVESTMENTS
supply chain data horizon scanning

Interagency collaporatlve processes SRR O RS
refined -

REACTIVE — Risk Resolution PROACTIVE — Risk Mitigation PREVENTION — Risk Avoidance Supply

Manual device assessments

Chain
TOMORROW Insight

Source: US Food & Drug Administration 37




Resilient Supply Chain Program

Permanent, proactive program that reduces foreign dependence
on medical devices and their components by ensuring availability
of safe and quality medical devices for patients, health care
providers, and other members of the American public in all settings

Enhancing Resilience in the medical device supply chain by
developing approaches to identify risk, anticipate and prevent
potential supply chain disruptions, and inform response and
mitigation actions

Supply Chain Monitoring that will leverage advanced
analytics and predictive modeling with real-time and
integrated multi-sectoral data to enable proactive
identification of potential supply chain disruptions

plans and priorities and captures observations to |mprove

resilience and response actions il o5 ¥ 4

practices in supply chain sourcing, distributing, and
monitoring, and communications '

SUPPLY CHAIN RESILIENCE

Resilient Supply Chain Framework

Resilient supply
chain are
characterized
by four pillars

Resilient Supply Chain Framework

,
~—|
Supported

g - by a clearly
oy . defined
N ©0
- structure &
Collaboration Control key

enablers

People / Process / Technology / '—l

**° Source: US Food & Drug Administration
Research & Innovation to investigate and communlcate best :

. . .Supply Chain Resilience PowerPoint Template - PPT Slides | SketchBubble

governance
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A Multi-source Dataset for Supply Chain
Data Science

External Data Internal FDA Data

El Financial Dat Registration and
e Listing Data
Medical )
@ Materials Data e g ag| Compliance Data e
RSCSPP Data

& Analytics
Weather and > Environment < Shipping and
Climate Data Imports Data
Supplier Data Submission Data =
Identification Data

Requests for
Information
Source: US Food & Drug Administration




Self-service data analytics & visualization

— Data source vendor hosted

advanced self-service analytics :
tools ‘
— Analysts could get to work right et @ e, - et -
away, directly on the data, with no .
technical setup .,[“ oo [
— Easily create their own LN IIIIII
dash boa rds data Vlsua I Izatlons B A : ‘ ‘ : v ) \ Market Share by Manufacturer w Market Share by Vendor . Time Lag Indicator W Spend by Facility Type WO Comparison Needle & Syringes... 77
ettt LA
— Premier data stewards prowded_,.g%; | ——— ‘
explanation and validation of data:=::: |} - ........||||||||‘||I.|||
understa ndlng LWDeadSvace. . g ISaretynAeewecumpanson % I Detai fr o Market Share (By S) Vendor ...
* Source: US Food & Drug Administration

..............................
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Signals of shortage

Isolation gowns Market Share (By $); Vendor TP Name

Spend Period (Date Formatted)

Large increase in total quantity I
ordered .

...........
c

.........

.........

---------

epruar
MR 2021 -||

Hospitals seeking alternative === " = I
suppliers: Increase in orders ==
from unknown suppliers — ( , O

Crnnrrmnr Source: US Food & Drug Administration
(green) =HeHalbd e et

-------------------------
-------------------------

ooooooooooooooooooooooooo
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Signals of shortage

» Increase in orders from outside
distributors

N95 respirators

% Purchased Order $ Volume by Month and Channel

% of Total Landed S

100%

90%

80%

70%

60

50%

40%

30%

20%

10%

0%

October 2019

Through Distrib

* s s

* s 0.

Inside

.
.
.
.

s 0
s s a8

s s a8

s s

I

November 2019

Outside

s s e

December 2019

* s e

January 2020
February 2020

Source:

Spend Period (Date Formatted)

March 2020
April 2020

June 2020

July 2020
August 2020
September 2020
QOctober 2020

US Food & Drug Administration

November 2020

December 2020

January 2021

February 2021

March 2021

April 2021

May 2021
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Using Multiple Data Sets for Monitoring and
Predicting Shortages

Market share data for a given device type

Trends in purchasing outside distribution

Manufacturing locations and import data

Estimate of fill rates based on invoice and purchase order (PO)
Spend data/Monthly purchase volume

Facility trending and forecasting

order 3\! u mlhyM

Ak, Me
el gence/views/Premiert. pre iness.Intelligence/vievis/Premiertx.
'/ Market st '/ Tren
a £ it o £t
rdering Outside tegory Vou
H ot B (Wiltplevalues)
4 K aclit
arket Share Pie 1+ Manufacturer ame Monthly Purchasi gV lolu me(U nit = Eaches)
Spand pariod (Data Formattad) Spc criod (Data Formatted)
oz augusezoz Septombor 2021 october2021  Newem
) ; Manufacturer TP Name Market Shar: (By%) Man Monthly Purchasing Volume (Unit = Eaches) By Subcategory
and Poriod (Data Farmattad) Spond Pariod (Date Formattad)
§ o0
A\l T T
D e T BN 0 e ——
o 100
e — 3 |
— 2 0
@ HEEN BN B ) - o« e o 2 o7 35
October 20.. Hovomber . Decombor N BER 28 ES 58 3
£ 25 2% BX
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Example

Preliminary Visualization: Weather Events
FoA

Medical Device Manufacturer Impact of Weather Events in the U.S.

State [ . Legend
(C) 2 £ T . er Location
Medical Davice + Coastal Flood Warning Minor: Westher Evant
[@n -] - Eastern Currituck @ Moderate Weather Event
&‘ Severe @ severe Weather Event
Weather Event S NC @ Extreme Weather Event
Sl vk ) = J January 4, 2022
Effective Time
3:40:39 AM 11:03:00 AM

Additional Information

MO p (US & GlObC”) Manyfacturgr 1D: 73894-121164
WI-I-h mO n UfCI C-I-Ulpersl Medical Device: valve, pulmonary

.| Area:
Eastern Currituck

ey
22 Magbox © OpenSueetMap
ports, and weather /! pescription:
Weathet Events WHAT...For the Coastal Flood Warning, one to two feet ofinundation above
eve n ‘I‘S te/ Area Effective -3 Event = = ground level expected in low-lying areas nearshorelines and tidal waterways.
- WHERE. . Te Atlantlc sid¢ of Eastern Currituck County. WHEN...For the Coastal
Q 2 E: Beaufort Sea C 1/4/2022 4:39:00 AM Atlantic side o tern Currituck County. WHEN...For stal
Filters by geO|OCC|T|0n, . Flood Warning, until 11 AM EST thismorning. For the High Surf Advisory, until
. Modoc County 1/4/2022 3:55:00 AM 10 AM EST thismorning. IMPACTS...Widespread flooding of vulnerable areas will
resultin an elevated threat of property damage to homes andbusinesses near
deVICe COTegory' Southeast Siskiyou County 1/4/2022 3:55:00 AN the waterfront and shoreline. Water will be 1to 2 feet above ground level in
. some areas resulting in asufficient depth to close numerous roads and threaten
d d South Central Siskiyou o
procode, aevice, oty 1/4/2022 3:55:00 AM homesand businesses. Flooding will extend inland from thewaterfront along
tidal rivers and bays resulting in some roadclosures and flooding of vehicles.

WSLOSS Rl WA R K Large breaking waves of 7to 8 feet will result in dangerous surf conditions. Do

notenter or approach the water due to the risk of being sweptaway.

weather type, severity

South and East
Jackson/Larimer/North a..

West Jackson and West
Grand Counties Above 900..

1/4/2022 4:49:00 AM

1/4/2022 4:49:00 AM

Expires:
4/1/2022 11:00:00 AM

Source: US Food & Drug Administration 44



Preliminary Visualization: Risk Scorecard

User filters by procode
and/or risk level

Select Device Procode: MSH Select Risk:

Risk Category Upstream Risk Manufacturing Risk Downstream Risk Category Risk Composite

Manufacturer Diversification / 10 11
Market Share Risk T1/T2 Supplie Finished Product Manufacturers _

8
Dispensation point demand

43
== Risks by category across 78
Transportation Risk end-to-end supply chain To Hospitals 49

will be added over time

» Scorecard, built over 50 50 75
_I_I me _I_ o ca p_I_U re Suppliers (SAM etc.) Finished Product Pilferage / lllegal substitution

various aspects of risk
5 45 Composite scores,

TO a p ro d U CT ca Teg O ry Raw materials Key sub-assemblies (ie semiconductory weighting by impact,

or device likelihood, etc. are in
roadmap

Total Composite Risk Score for Device:

 Filter by procode, risk

Source: US Food & Drug Administration
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Next Steps

e Automating integration of datasets

* Building out the Resilient Supply Chain Shortages Prevention
Program

* Working with partners to develop better data visualization
methods to quickly identify shortages
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Understand FDA’s Center for Devices and Radiological Health’s (CDRH) role in pandemic
response and preventing shortage.

Key Takeaways

Identify supply chain challenges and risk mitigation strategies for medical device
shortages.

Identify key data sources for detecting supply shortages and conducting demand
planning.

Ildentify challenges that impact shortage detection, demand planning, and forecasting.
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Where to go for help

General Questions:
— FDA Medical Device website (www.fda.gov/medicalDevices/)
e Guidance Documents
e Public information on cleared or approved devices
* Regulations
— Heather.Agler@fda.hhs.gov

Division of Industry and Consumer Education (DICE)
= |f you have a question — Email: DICE@fda.hhs.gov
=  Phone 1(800) 638-2014 or (301) 796-7100 (Live Agents 9am — 4:30pm EST)
Web Homepage:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/ContactUs--
DivisionoflndustryandConsumerEducation/default.htm
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Questions?
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How to Obtain CE/CME Credits

To receive CE/CME credit, you must register by 0800 ET on 28 October 2022 to qualify for the receipt of CE/CME credit or

certificate of attendance. You must complete the program posttest and evaluation before coIIectin%]your certificate. The

EE?’cctl\e/lséc anddevaluation will be available through 27 November 2022 at 2359 ET. Please complete the following steps to obtain
credit:

Go to URL: https://www.dhaj7-cepo.com/content/oct-2022-ccss
. Search for your course using the Catalog, Calendar, or Find a course search tool.

Click on the REGISTER/TAKE COURSE tab.
a. If you have previously used the CEPO CMS, click login.
b. If you have not previously used the CEPO CMS click register to create a new account.

4. Follow the onscreen prompts to complete the post-activity assessments:
a. Read the Accreditation Statement
b. Complete the Evaluation
c. Take the Posttest

After completing the posttest at 80% or above, your certificate will be available for print or download.
You can return to the site at any time in the future to print your certificate and transcripts at: https://www.dhaj7-cepo.com/
If you require further support, please contact us at: dha.ncr.j7.mbx.cepo-cms-support@health.mil
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