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Firm Overview

* More than 1,500 lawyers in 46 offices across 21 countries

 We also have strong working relationships with independent firms in Europe
and Latin America.

* Diverse mix of clients, from Fortune 100 and FTSE 100 corporations to
emerging companies, and from individuals to local and national

governments

* Our combination of legal and industry experience allows us to better
analyze client requirements and develop the right approach for the matter at

hand

 We emphasize quality, efficiency and alignment with client goals as core
standards to continually improve our service delivery and the value of what

we do for our clients.
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Healthcare Overview

= We have deep expertise advising:

» For-profit and nonprofit healthcare service * Children’s hospitals
providers » Physician groups, physician hospital
* Hospitals, health systems and management organizations, ACOs and CINs
companies * Federally qualified health centers (FQHCSs)
* Managed care networks and community service providers
* Health insurers * Healthcare contractors
» Healthcare systems and hospitals * Rural health providers
* Home healthcare organizations » Stakeholder coalitions
* Long-term care hospitals (LTCHSs)  And more

« Manufacturers

= We advise in a full range of legal matters, including:

* Accountable care * Fraud and abuse and False Claims Act/qui

* Antitrust counselling and defense tam litigation and counselling

» Corporate mergers, acquisitions, divestitures, <« Global data privacy and security compliance
joint ventures and other transactions » Healthcare advocacy policy and legislation

 Employee plans and benefits » Healthcare finance (tax-exempt and

* FDA regulation and enforcement corporate)

* Health IT and HIPAA * Healthcare regulatory issues and compliance

* Among others
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Disclaimer

The Information contained in this presentation is intended
only for general information and educational

purposes. The materials do not cover the requirements in
all jurisdictions. The presentation is neither intended nor
should it be construed as legal advice or as an opinion

provided by Squire Patton Boggs (US) LLP.
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Agenda

Introduction

Overview of the Medical Device Adverse Event Reporting Requirements

Why is FDA worried about this now?

Highlights from FDA’s Workshop — The Role of Hospitals in Modernizing
Evidence Generation for Device Evaluation
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Introduction

In December 2015, FDA inspected 17 hospitals around the country and issued
Form 483s to 14 of those hospitals for violations of FDA laws and regulations.

= 483s were for not having a medical device reporting procedure, not following
the procedure, and/or not training staff to the procedure.

= Hospitals chosen based on knowledge of high-profile safety issues and
reports of medical device adverse events without the corresponding reports
from the hospitals.

FDA noted that it had yet to enforce the medical device reporting requirements
on hospitals, so held a workshop last week to get input from stakeholders for
the best way to work with hospitals on medical device adverse event reporting.
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Overview of the Medical Device Adverse
Event Reporting Requirements
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Definitions

An adverse event is an undesirable experience associated with the use of a
medical product in a patient.

= Life-threatening injuries, deaths, hospitalization, medical intervention, etc.

A reportable event is an event that a user facilities become aware of that

reasonably suggests that a device has or may have caused or contributed to a
death or serious injury.
21 C.F.R. 803.3(0).
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Definitions

A serious injury is an injury or iliness that:
= |s life-threatening;

» Results in permanent impairment of a body
function or permanent damage to a body
structure; or

= Necessitates medical or surgical intervention
to preclude permanent impairment of a body
function or permanent damage to a body
structure. Permanent means irreversible
impairment or damage to a body structure or
function, excluding trivial impairment or

damage.
21 C.F.R. 803.3(w).
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Definitions

A device user facility is a hospital, ambulatory surgical facility, nursing home,
outpatient diagnostic facility, or outpatient treatment facility, which is not a
physician’s office.

21 C.F.R. 803.3(d)

A hospital is a distinct entity that operates for the primary purpose of providing
diagnostic, therapeutic (such as medical, occupational, speech, physical),
surgical, and other patient services for specific and general medical conditions.

» Includes general, chronic disease, rehabilitative, psychiatric, and other
special-purpose facilities.

= May be independent or may be operated by another medical entity.

= Hospitals are covered by the regulation regardless of whether it is licensed

by a Federal, State, municipal, or local government, or whether it is
accredited by a recognized accreditation organization.

= |f an adverse events meets the criteria for reporting, the hospital must report

it regardless of the nature or location of the service provided by the hospital.
21 C.F.R. 803.3(i).
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Requirements for User Facility
Reporting

First, you need to develop, maintain, and implement a written procedure
for medical device adverse event reporting (MDR).

The procedure should cover some specific items...
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Requirements for User Facility
Reporting

What the procedure must include:

= Internal systems that:
= Allow timely and effective identification, communication, and evaluation of events
that may be subject to MDR requirements;

= A standardized review process or procedure for determining when an event meets
the criteria for reporting; and

= Timely transmission of complete medical device reports to manufacturers to FDA, or
both if required.
21 C.F.R. 803.17
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Requirements for User Facility
Reporting

What the procedure must include:

= Documentation and recordkeeping requirements for:
= |nformation evaluated to determine if an event was reportable;
= All medical device reports and information submitted to manufacturers and/or FDA,;

= Any information that was evaluated for the purpose of preparing the submission of
annual reports; and
= Systems that ensure access to information that facilitates timely follow-up and
inspection.
21 C.F.R. 803.17
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Requirements for User Facility
Reporting

The procedure needs to allow the user facility to establish, generate, and
maintain MDR files and records. What are these?

= MDR Event Files are written or electronic files maintained by user facilities,
and include:

= |nformation or references to information related to the adverse event, including all
documentation of your deliberations and decision-making processes used to
determine if an event was reportable;

= Copies of all MDR reports and of all other information related to the event that the
user facility submitted to FDA or the manufacturer; and

= Copies of all electronic acknowledgments FDA send in response to electronic MDR
submissions.

User facilities must allow FDA to access and verify their MDR files and reports.

MDR event files maintained for 2 years from the date of the event.
21 C.F.R. 803.18(a-b).
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Requirements for User Facility
Reporting

What information do | have to report?

» Reports of individual adverse events:
= Device-related deaths are reported to FDA and the manufacturer.
= Device-related serious injuries reported to the manufacturer or FDA if manufacturer
unknown.

= Must be reported within 10 working days after the day you become aware of the
reportable event.

= Use Form FDA 3500A and the MedWatch Medical Device Reporting Code Manual
for adverse event codes.

21 C.F.R. 803.20
= Annual Report, content requirements at 21 C.F.R. 803.33.
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Requirements for User Facility
Reporting
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Requirements for User Facility
Reporting

How do | know if a death or serious injury should be reported (or, how do
| know a reportable event has occurred)?

You only have 10 working days to report, so FDA thinks it is reasonable that
the first report may need additional investigation.

Information that reasonably suggests a reportable event occurred:

= Any information, including professional, scientific, or medical facts,
observations, or opinions.

= User facilities do not have to report an adverse event if a person who is
gualified to make a medical judgment would reasonably conclude the device
did not cause or contribute to a death or serious injury, or a malfunction
would not cause a death or serious injury if it were to recur.
= This rationale, and the person making the medical judgment, would be

recorded in your MDR files!
21 C.F.R. 803.20(c).
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Requirements for User Facility
Reporting

When do | really “become aware” of the potential reportable event?

= There is no requirement that a specific person or function knows of the
reportable event for the user facility to know of the reportable event.

= “Reasonably known” = information found in documents the user facility
possesses and any information that becomes available as a result of

reasonable follow-up within the facility.
21 C.F.R. 803.30(b).
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Why is FDA worried about this now?
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FDA'’s Current Policies

In recent years, FDA has turned to collecting and analyzing real-world evidence
as a way to broaden the amount and type of data it and manufacturers receive
about medical devices.

Benefits to Real-World Evidence

= Data collected as the products are actually used, which may not be how the
products are studied in a very controlled clinical trial environment.

= Device UDIs can better link specific events to specific devices, making it
easier for FDA and manufacturers to ferret out and fix problems.

= Manufacturers can better understand how the product performs in the real
world with real users, and the device’s life cycle as a result.

Where can you find the evidence? =

squirepattonboggs.com Not Legal Advice — For Informational and Educational Purposes Only




FDA'’s Current Policies

FDA’'s focus on adverse events isn't new:

MedSun: Launched in 2002, created after the Food and Drug Administration
Modernization Act (FDAMA) in 1997 required FDA replace universal reporting
system

= 300 hospitals voluntary reporters in MedSun program.

* Primary goal: work collaboratively with clinical community to identify,
understand, and solve problems with the use of medical devices.

MedSun

Medical Product Safety Network

= Universal reporting system never limited.

NEST: National Evaluation System for Health Technology, planning stages
started in 2013 with Brookings Institution and stakeholders.

* Proposed to be a network of partners that interact with three shared
resources, developed by NEST coordinating center.
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Highlights from FDA’s Workshop — The Role of
Hospitals in Modernizing Evidence Generation for
Device Evaluation
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Workshop Highlights

FDA held a workshop for stakeholders on Dec. 5 to discuss the critical role of
hospitals in the evolution of device surveillance and in creating more robust
surveillance capabilities.

Challenges for Stakeholder Hospitals in Complying with Regulation:
= Data entry fatigue — Hospitals already have to report lots of things to lots of
different people

= Calls to streamline reporting system and tie with EHRs and other databases to cut
down on entering the same information more than once, “sometimes-only”
processes

« Some hospital systems already doing this!

= Patient privacy and liability — How much are adverse event reports FOIA-
able?

= User error could be a device malfunction — but maybe not?
= Very jurisdiction-dependent.
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Workshop Highlights

Some Solutions for Stakeholder Hospitals from Workshop
= Structured reporting and EHR generation that includes information that can
be used across many different systems

= Start with a conversation with system users (doctors, nurses, etc.) and software
vendors to see what you can do

= Lots of process engineering

= Barcodes and scanners for devices to make it easier to associate specific
devices with specific patients

= But this has limits too

= Link MDR Reporting systems to billing and coding systems

= Hospitals already use reporting systems to get paid, can leverage the same
information for any reporting requirements

= Staff training for users — doctors and nurses should know when to report and
why

Stay Tuned...
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Thank you very much!

Any Questions?

Sarah Stec

Associate, Washington, DC
Healthcare
+1.202.457.6304
sarah.stec@squirepb.com
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