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e tlcart Rhythm Society is the international leader in science, education, and advocacy for cardiac
arrhythmia professionals and patients, and the primary information resource on heart rhythm disorders.
We represent over 4,500 specialists in cardiac pacing and electrophysiology. Arrhvthmias are the leading
cause of heart disease related death, with sudden cardiac arrest taking the lives of over 250,000 Americans
cach year. When medically indicated, electrophysiologists treat patients through the use of an implantable
cardioverter delibrillator (1CD), pacemaker, or cardiac resynchronization therapy (CRT) device. The leart
Rhythm Societv is a leader in cardiac device post-market surveillance. We co-manage the 1CD Registry '™
Program, an important tool for post-market surveillance, with approximately 1500 hospital participants
nationwide and a database containing over 200,000 patient records. Cardiac device performance and the
communication of device performance after device malfunction are chief concerns of the Heart Rhythm
Sociely membership: physicians, allied professionals and the public. The Heart Rhythm Society is fully
committed to improving device performance communication and would like to work closely with the Risk

Advisory Committee.

The Heart Rhythm Society shares the FDDA’s goal to improve the advisory notice template for both
physician and public stakeholders. In 2005 the Heart Rhythm Society convened a policy conference, co-
sponsored with the FI2A’s Center for Devices and Radiological Flealth (CDRIL). The one-dav policy
conference set the stage for an unprecedented opportunity of diverse stakeholders - cardiac
clectrophysiologists, nurses, the DA, industry, and patients - to discuss challenges, concerns, and
opportunities to deepen our understanding of the inherent complexities surrounding the issues of medical
device performance and patient/physician communication. In September, 2006, the | leart Rhythm Society
published our Device Performance Recommendations! to improve the post market surveillance system for
cardiovascular implantable electronic devices (CIEDs). These recommendations were officially endorsed by
the American College of Cardiology I'oundation and the American | leart Association.

FIDA incorporates Heart Rhythm Society’s Device Performance Recommendations. On July 19h, 2007,
FDA announced a new Guidance for Industry and FDA Staft titled Writing Dear Doctor Letters for Recalls of
Liplasitable Cardioverter Defibrillators”. This letter incorporated many of the recoimmendations given in our
[Heart Rhyvthm Society (FIRS) Device Performance Recommendations. In the Guidance for Industry and FDA
Staff, the FDA agreed to standardize public communications to physicians, which would help patients and
other health professionals make the appropriate decisions about: (1) explanting the medical device, (2)
reprogramming the medical device, or (3) taking a “watch and wait” approach. The Heart Rhythm Society
commends FDA for incorporating important concepts from our guidance document. However, there was
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nothing in your briefing materials that show this example, or that use the format that recommended how
phvsicians and patients should be notified of a possible device performance malfunction. CIDs present
unique issues due Lo their life-saving nature, their life-long use, and the patient risk vs. benefit associated

with device implantation.

I'he Heart Rhvthm Society provides the following responses on the key questions from the Risk

Communication Advisory Committee,

1. What are the pros and cons of standardizing different parts of the press release tlemplate, especially
with respect Lo the title, format, and how the content is expressed? Specifically, how and to what
degree will standardization improve or interfere with effective communication?

+ Weadvise FDA-regulated manufacturers and the FDA to use identical terminology when
classifying device malfunctions.

+  While recognizing that this Advisory Committee is under a tight timeline, we would like to
request additional hearings to provide more input from physicians on the pros and cons of

the press release template.

2. Please comment on the degree to which the current proposed template incorporates currently
recommended risk communication practices, including but not necessarily limited to: (1) wording,
of the current title and subtitle, (2) amount of information to be included in announcement, (3)
tatloring to specific audiences, (4) use of subsections, highlighting and boxing, (5) clarity of
message, including directions for what to do.

«  Westrongly urge the FIDA Lo establish a simple and more intuitive standard format to
communicate important information about device malfunction or failure of a device to
perform according to specifications. We also ask that the type face be proportional
throughout the lemplate; the title should be given the same text size as the subtitle
{product/device) that is being cited.

« Weurge the DA to include the format given in the Physician Device Advisory Notice from
the 1IRS Device Performance Document'. The Physician Device Advisory Notice provides a
template for delivery of centralized information to enable accurate interpretation of the risk
notification.

*  Weurge the FDA to also adopt a separate standardized format for patient notification. Sec
Patient Notification Letter from the 1HRS Device Performance Recommendations' .

s}

Please comment on any additional recommended risk communication practices that coutd be betier

incorporated into the template.

* We recommend that the FDA eliminate the term “recall” for all public communications
regarding implanted devices. Not all device system malfunctions or problems have the
same safety risk for the patient. Change the term Class [ recall to Class I advisory nolice or
Class I safety alert. Change the Class [ and Class [1] recalls (non life-threatening
malfunctions or potential malfunctions) to safcety notices. The [Heart Rhythm Society is
recommending that FDA eliminate the term “recall” for implantable cardiac devices. 'The
term “recall” suggests to patients and physicians that a device should be removed when
this may not be the case; this can put the patient at an increased risk.
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4. Please comment on ways, in addition to press relcases, that FDA could effectively communicate to

the public about recalls.

+ Medical socicties, such as the Heart Rhythm Society, can help disseminate information on
their website and through their correspondence to members. Medical societies are often
used as a main resource by all affected stakeholders.

[hank yvou for accepting our testimony today, and for considering our comments. The Heart Rhythm
Society is fully committed to improving device performance communication and welcomes all
opportunities to work closely with this Risk Advisory Committee.

Carlson, MD), et al. Recommendations from the Heart Rhythm Society 'l'ask Force on Device Performance
Policies and Guidelines. Heart Rhythm. 2006 Oct; 3(10):1250-73. Website:

npysvawvavhesonline.orp/Polioy/Clinical Guidelines/HRS-Device-Perform-Recs.cim

 Cuidance for Industry and FDA Staff. Writing Dear Doctor Lelters for Recalls of Implantable Cardioverter
Defibrdlators (1CDs). Document issued on July 19, 2007. Website:
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PHYSICIAN DEVICE ADVISORY NOTICE
Advisory Date:

Manufacturer(s)

Product(s)

" Trade Name Model Nurmber

Manufactured on or before (Date)

Performance Failure

Root Cause (if known)

Date Manufacturer Corrected Product Available (if known)

Has all affected product been retrieved? [ Yes ] No - When?

FDA CLASSIFICATION STATUS
Advisory classification Class: L | Decision Pending

CLINICAL ACUITY (USA) (Worldwide)

a) Total number of units currently implanted

b) Estimated number of potentially affected devices
of this mode worldwide

¢) Estimated incidences of this performance failure
over the projected life of the device

d) Total number with observed Performance Failure

% of Performance Failures d/b x 100

e) Mean age of product in implanted population

f) Patient deaths reported [ ] Yes [ No

i

Number of deaths

g) rE’Ejazltlfjerr;t deaths with probable relationship to device 7 Yes | 7 No

Number of deaths =

* The data analysis provided in this report was generated by the manufacturer and may be subject to change



DEVICE COMPONENTS AT RISK OF PER. _RMANCE FAILURE

Battery Fauoure CRT (ieft ventricular pacing)

[ Diagnostic Data Failure Lead Failure
[ 1 Bracy Therapies (lower rate pacing)

_] Brady Therapies (runaway pacing)
L] Tachy Therapies (ATP)
[

Tachy Therapies (shock)

Hermiticity or internal component
EMI Susceptibility
Telemetry Failure

T

Other (specify)

PATIENT MANAGEMENT RECOMMENDATIONS

Verify normal device function (at normal follow-up interval) [l ves ‘ ] No

Verify normal device function (as soon as possible) L] ves [ No

Specific measures to assess:

LProgramming changes ] Required ] Recommended

If programming changes are required, specify changes:

Accelerated device follow-up O vYes [ No

Timeline - months:

CONTACT
Industry Name
Addressi
Address?2
City, State Zip
Phone
Fax
Email
Website

Source: Carlsen. MD. et al. Recommendations from the Heart Rhythin Society Task Force on Device Performance Policies and Guidelines.
Heart Rhythm. 2006 Oct: 3(10):1250-73.



PATIENT NOTIFICATION LETTER SRR IR

Dear (Y

Our ongoing surveillance of the performance of (Manufucturer/Device Name/Model;Serial Number) has found
that in some cases the (pacentaker, implantable cardioverter defibrillator, lead) might not be working as
expected. Our records indicate you have this device implanted. Your (pacemaker. implantable cardioverter
depibrillatory identification card will verify that this is your device model and serial number. (Describe the
problent in lay terms).

Because every patient with a device is unique, appropriate medical decisions can only be made by you together
with vour physician, who knows you and your medical history. We are also sending a copy of this letter to the
doctor who implanted the (pacemaker, implantable cardioverter defibrillator, lead) so that the two ot you will
have the information you need to decide what is in your best interest. [f you have not heard {rom your doctor
reearding this matter. we encourage you to contact him or her to follow up on this notice. We have also notiticd
the FFood and Drug Administration. the federal agency that oversees our company and implantable medical
Jdeviees hike yours.

ffere arc sonie sources tor more information. Of course, you are welcome to contact us with any questions:

Indusiry Name
Industry Address

o Ieart Rhvthm Society is the professional medical organization with the most expertise on implantable

~viees like vours:

Hearr Rinvihm Society

/00 K Streer, N W, Suite S00)
Washington D.C. 20005

htrp: e hirsonline.org

| he branch of the ULS. IFood and Drug Administration that oversees deviees like yours is:

DA - Center for Device and Radiological Health

1330 Piccard Drive

Rockville, MDD 20830-4307

hup: wew. fda. govedrh
W e genuinely care that our device performs properly and provides you the health benefits you and your doctor
expeet. Our surveillanee is continuous. and if the rate of your device not performing as expected changes. we
will update you. Please let us know if we can be of further assistance.

Sineerely.

t Zuthorized Industry Representative)

Souree: Carlson, MD. et al. Recommendations trom the Heart Rhythm Society Task Force on Device Performance Policies and
Graidehnes. Heart Rhythm. 2006 Oct: 3(10):1250-73.



Guidance for Industry
- and FDA Staff
Writing Dear Doctor Letters tor
Recalls of Implantable
Cardioverter Defibrillators (1CDs)

Document issued on July 19, 2007

I'or questions regarding this document contact Kris Mejia. Office ol Communication.
[:ducation and Radiation Programs at 240-276-3219 or by email at kristine.mejia.c[da.hhs.gov:
or contact Brian Lewis, Office of Device Evaluation, at 240-276-4059 or by email at

ey dow iy tda hihs.goy.
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L.abeling, Research, and Policy Development Branch
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Preface
Public Comment

Written comments and suggestions may be submitted at any time for Agency consideration to
the Division of Dockets Management. Food and Drug Administration. 5630 Fishers |.ane.
Room 1061. (HFA-305). Rockville, MDD, 20852.

When submitting comments. please refer 1o the exact title of this guidance document.
Comments may not be acted upon by the Agency until the document is next revised or
updated.

Additional Copies

Additional copies are available from the Internet at:

b waa ddagoy/adrhiocer guidance/1645 himl. You may also send an e-mail request to
damvica e dda.hhs.gov to receive an electronic copy of the guidance or send a fax request to
240-276-3151 to receive a hard copy. Please usc the document number (1645) to identify the

guidance you are requesting.
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Guidance for Industry and FDA Staff

Writing Dear Doctor Letters for
Recalls of Implantable
Cardioverter Defibrillators (1CDs)

This guidance represents the Food and Drug Administration's (FDA's) current thinking
on this topic. It does not create or confer any rights for or on any person and does not
operate to bind FDA or the public. You can use an alternative approach if the approach
satisfies the requirements of the applicable statutes and regulations. If you want to discuss
an alternative approach, contact the FDA staff responsible for implementing this
guidance. If you cannot identify the appropriate FDA staff, call the appropriate number
listed on the title page of this guidance.

__. S— — — S —

— e ——— —— — — —"" "

Introduction

I'his guidance provides best practices for manufacturers when drafting and issuing Dear
Doctor letters to disseminate information about significant health hazards to users of
implantable cardioverter defibrillators (ICDs). This guidance may also be used by 'DA in
reviewing manufacturers™ Dear Doctor \etters prior to their issuance. This guidance includes
recommendations for technical content, formatting, and use of risk communication
principles. These letters may also be titled Dear Health Care Professional when they are
disseminated bevond the direct physician community.

FDA's guidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead. guidances describe the Agency's current thinking on a topic and
should be viewed only as recommendations, unless specific regulatory or statutory
requireiments are cited. The use of the word should in Agency guidances means that
something is suggested or recommended. but not required.

The Least Burdensome Approach

We believe we should consider the least burdensome approach in all arcas of medical device
regulation. This guidance reflects our careful review of the relevant scientific and legal
requirements and what we believe is the least burdensome way for you to comply with those
requirements. However. if you believe that an alternative approach would be less
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burdensome. please contact us so we can consider your point ol view. You may send your
written comments to-the contact person listed in the preface to this guidance or to the CDRIEI
Ombudsman. Comprehensive information on CDRH's Ombudsman, including ways o
contact him. can be found on the Internet at hitp:/Awww. ida.govi/cdrh/ombudsman .

Background

ICDs provide survival protection to patients at risk of sudden cardiac arrest. These devices
significantly reduce the increased risk of sudden cardiac death due to sustained ventricular
tachycardia or fibrillation. a leading cause of death in the U.S. However, like any medical
device. 1CDs can fail to operate as intended. These faitures can be related to the design,
ing of the device.

manufacturing. and/or labe

When these failures involve 1CDs in distribution, a recall (correction or removal) should be
initiated by the manufacturer with oversight by FDA. Manufacturers involved in a recall
should notity all consignees. including physicians, of the reason for recall and the suggested
actions to be taken to correct or minimize the risk to patients (21 CFR 7.49). ldeally, a well-
written Dear Doctor letter will be the first line of communication to physicians in the event
of a recall. accurately and rapidly conveying information in a way that helps physicians to
make appropriate health care decisions with their patients.

'he wording. formatting, and content of Dear Doctor letters are recognized as critical factors
i helping physicians to comprehend and appropriately address potential 1CD failures with
patients in their practice. When Dear Doctor letters are poorly written. they may contribute
to unnecessary device removal or replacement. Furthermore, Dear Doctor letters that are
reissued with corrections or revisions may cause additional confusion.

Fhe communication of 1CD failures requires a specialized approach because of several
unique characteristics. IFirst. 1CDs are life-saving devices. Patients rely on these devices to
provide life-saving shocks in the event of an arrhythmia. and some rely on them for round-
the-clock cardiac pacing. Therefore, certain types of 1CD failures can directly result in
patient death. Second. while recalls often require the return of products to the firm, 1CDs are
long-term implants with risks associated with explantation. These risks may be higher than
the risk of continued use of the device. Therefore. specific information is nceded so that
physicians and patients can carefully consider whether or not the device should be removed
and replaced in any individual patient. Finally, ICDs are programmable, so that some types
of problems can be fixed non-invasively through reprogramming. The goal of
communication in the event of an 1CD recall is to help physicians. other health care
professionals. and patients make the appropriate decision for each patient about explanting
the device. reprogramming it. or taking a “watch and wait™ approach.
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Scope

This guidance provides I'DA’s recommendations for maximizing the eftectiveness of Dear
Doctor letters through completencss. clarity. and readability. and for enhancing utility in
providing doctors with recommendations related specifically to implantable cardioverter
defibrillators.

This guidance should be used by industry when information related to 1CD failures and
corrections or removals are being communicated to physicians. The recommendations in this
guidance may also be useful in communicating risk when no recall action is being taken but
new information is available about ICDs. These situations include communication about
certain product updates, technical notes about product performance, recommended
implantation techniques. or important labeling changes. These types of communications
should also follow these recommendations for consistency and to minimize the need for
subsequent revisions.

lhe recommendations contained in this guidance draw from FDAs own research. risk
communication principles, and other cfforts to standardize the information in Dear Doctor
letters, including recommendations issued by the Heart Rhythm Society. Health Canada, and
the United Kingdom™s Medicines and llealthcare Products Regulatory Agency. They
represent content elements demonstrated to be effective in conveying the most critical
information sought by physicians in the cvent of a potential ICD failure. This guidance is
limited to implantable defibrillators: however, some of the concepts may be appropriately
applied 10 other implanted devices including pacemakers. and external delibrillators.

Research

‘DA has conducted several qualitative research studics to better understand the content,
format. and sources that health care professionals find effective for conveying risk
mformation on medical devices and which convey the need for appropriate action. These
studies identified “best practices™ for communicating with health care professionals about
device fatlures as summarized below:

a. Present safety information in a consistent order. |l.etters should lead with
the name of the device and a plain-language description of the problem,
including a clear description of deaths and serious adverse events.
Recommended actions should be prominent and clearly identified.

b. Format letters about safety concerns for easy readability. Use large font
sizes. bold type to highlight critical information, high contrast. subheadings.
bullets or a table format. and short, specific paragraphs.

¢. Notify health care professionals about safety issues through multiple
channels. Use email. fax. express mail, and the Web.

[
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d. Make information about device failures available to health care
professionals before patients hear about it in the media. This helps them
1o be better equipped to address patients’ concerns and mitigate undue alarm.

e. Focus communications on the problem with the device and recommended

actions for physicians. licalth care professionals perceive letters from
manufacturers as less credible when they appear to focus on minimizing
company liability rather than on safety concerns.

f. Avoid promotional statements about the company. llcalth professionals

want safety communications that are limited to information about patient care.

Recommendations

Dear Doctor letters should be issued in a timely manner so that physicians have the proper
information to respond to patient inquiries generated by other public warnings, including
recall letters, media reports. and trade publications. Dear Doctor letters should be concise
(less than two pages, when possible). The letters should be formatted for easy readability.

using large font sizes. bold type to highlight critical information, high contrast. subhcadings.

bullets or a table format. and short. specific paragraphs. IFDA recommends that companies

avoid lengthy background information at the beginning of Dear Doctor letters. Rather, they

should provide only succinet descriptions of the problems and refer physicians to
attachments containing full or more complex discussions, if nccessary. Immediately
following the briel description of the problem. letters should contain a bulleted list or tabie
addressing cach of the following areas of concern to physicians in order as they appear
below:

What is the nature of the device malfunction or failure?
This should include, whenever available:
o A detailed description of the failure mode and its root cause.
o Anexplanation of how the failure would manifest clinically.
o A description ol the features of the |CD that are compromised by the device
failurc. It is important to convey whether life-saving or life-sustaining
therapies are affected. versus secondary therapies or diagnostics.

What is the scope or likelihood of the problem?
This should include, whenever available:
‘The number of active implants in the U.S.
o The number of devices that arc already known to have cxhibited the failure.
The number of remaining devices that could be subject to the failure,
Specific patient populations at higher risk for device failure.

What is the severity of the problem?
This should include, whenever available:
o The number ol deaths that have alrcady occurred due to the device failure.
n The numbcer of deaths that have occurred that are associated with the device
failure. even il a direct causal link has not been established.
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o The number and type of injuries that have occurred that are associated with
the device failure, even if a direct causal link has not been established.

Can the failure mode be observed or predicted in clinical follow-up?
['his should include. whenever available:

5 An interrogation step or clinical test that can be used (o identify devices that
have already exhibited the failure mode.

o An interrogation step or clinical test that can be used to identify devices that
have the potential to fail.

o A self-test that can be used by patients to determine whether their device has
alrcady exhibited the failure mode.

Can the failure mode be corrected in situ by reprogramming or upgrading the
software?
This should include. whenever available:

5 A rccommended follow-up schedule for patients whose devices are subject to
the recall. FFor example, should patients wait for their next scheduled visit to
have the correction performed. or should they be directed to come in sooner?

» A clear explanation ol whether the reprogramming step or software upgrade
addresses the root cause of the problem, or whether it is an interim fix.

o A description of the adequacy of any interim fix in minimizing risks to the
patient.

What is the recommended treatment for patients?
This should include:
> A reminder that most devices will not fail (if that is supported by the facts).
o T'he percentage or number ot devices that are expected (or not expected) to
fail.
o A reminder that the term “recall™ does not necessitate device removal.
o A reminder of the risks associated with device explantation and replacement.
o A recommended follow-up schedule for patients whose devices are subject (0

the recall.
o A recommendation to consider explantation if:
* the failure mode is catastrophic (affecting life-saving or life-sustaining
therapies),
= the [ailure mode cannot be predicted by clinical tests or interrogation.
= the failure mode cannot be fixed through reprogramming or other
minimally-invasive procedures. and
= the individual patient is dependent on the device.
o A recommendation to reprogram the device if the failure mode has a root
cause that can be corrected through reprogramming.
~ A rccommendation to watch-and-wait if explantation or reprogramming is not
warranted. for example. if the risks of explant outweigh the likelihood of
lailure.
¢ Any actions physicians may take to minimize risks to their patients.
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*  What advice can physicians give to patients with affected devices?
This should include:

~ Company-recommended actions patients and health care providers can take to
identify affected devices and/or recognize indications of device failure (i.c..
audible sounds, physical reactions, etc.).

=~ A reminder that patients should keep routine follow-up appointments with
their physicians.
A list of symptoms that would warrant going immediately to the emergency
room.
Company contact information for consumers/patients (c.g.. toll-frec telephone
number, email address. Web address).

=  What should be done with explanted devices?

This should include:
o Instructions for returning any explanted devices to the manufacturer for

analysis.

*  Where can health carce professionals get additional information and updates?
This should include:
o Phone number and email address for company point-of-contact.
o Company Web address. Dear Doctor letters should be posted and casy to find
on the company Web site. along with updated information as it becomes
available.

In addition to these recommendations. the authors and editors ol Dear Doctor letters tor ICD

recalls should also follow 21 CFR 7.49 Recall Communications and I'DA’s Guidance for
Industry on Product Recalis. Including Removals and Corrections (11/3/03).

Other Resources
I'or more information. see:

I 21 CER 749 Recall Communications

N

Recommendations from the fleart Rhythm Society Task Force on Device
Performance Policies and Guidelines

(htpowaww hrsonline.orgruploadDoes/LIRS TashforceRecesl-ull.pdl).

Guidance for Industry on Product Recalls, Including Removals and Corrections

Y

(L1/3/03) (http: woww dda.eoy ora compliance_refirecalls, egp recall.hun).
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