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l'I1c1 I Itsart [<Iiytlim Soc ie t~ ,  is the, international leader in science, education, and  advocacy for cardiac 

clsrll!lth~nia professionals and  patients, and the primary infor~nat ion resource on heart rhythm disorclers. 
We rc!prc>sc'nt over 4,500 SP~C-ia l i s ts  in cardiac pacing a n d  electrophysiology. /\rrliythniias are  tlie lc~a~lirig 

cause of Iieart discase relatccl death,  with sudden  cardiac arrrst  taking tlie lives of o \ w  250,000 iImc~ric.at1~ 
clach ycal.. WI1c.n nietiically indicated, electrophysiologists treat patients through the use  of 'in iniplatitablc 

ca rd io \~~~t . t c~r  deribrillator (ICI)), pacemaker, o r  cardiac resynchronization therapy (CIU') device.. 'I'lic I lcart 
I<li\;tl~ni Societ!! is a Ic.ader in cardiac devicc post-market surveillance. We co-manage the [<:[ I  Iic3gistry1\l 
I1r.~,!;l-,l~,~, a11 important tool for post-niarl<ttt surveillancr, with approxilnatrly 1500 hospital participants 

~i ,r t ioi~\vide and a dLilabasc~ containing over 200,000 paticnt rccords. Cardiac devicc performance and l h ~ ,  
L oinniunii.rrtion of dc\licc. pc:rformanct. aftcr clt,vicc malfunction are  chief concerns of the fHeart Khythm 

Socit>ty mcmbc~rsliip: physicians, allied professionals and  the  public. 'l 'he f ieart  I<hytlim Societv is fully 
c .o~n~ni t tcd  to  improving dcvice performance communication and would  like to work closely with tlir Kisk 

Acivisory C'ommitter. 

'I'he I-leart lihythm Society shares the FDA's goal to improve the advisory notice tempIate for both 
physician and public stakeholders. In 2005 the I lcart Khythm Society cun\rened a policy confercnco, co- 

st7osisorcd with the I;l)Afs Center For [)rviccs and I<adiological I lealtli (CDRI I). 'I'lic onc-dav polic), 
~.onlcrc,ncc' scbt tht. stag(> for a n  ~ ~ n p r c c c d c n t e d  opportunity of diverse stakeholders -- cardiac 
c~lc~c-~ro~~li!~siologists, nurses, the I:I)A, industry, and  patienls -- to  discuss challenges, concerns, anti 

ol)l)ort~lnitics to cietyerl ou r  understanding of the inherent complexities surrounding tlie issuos o !  medical 

c lc~\~i ic~ pc.rformance and patient/physician communic.ation. Tn September, 2006, the 1 leart Khythm Society 

p u b l i s l i ~ ~ d  our  1)t.vict. I 'crforniar~ce Recommendations' to improve the post market surveillance s y s t c n ~  lor 

C - ~ r d i o v ~ i s c u l a ~ .  ilnplantable electronic devices (CIEIIs). 'l'hese rc:commendatiotis were officially en~iorscd by 
llit' Alnc~rican ( 'ollegc of Cardiology I ;o~~t ldat ion and  the American I leart Association. 

I:I > A  incorporates IIeart Rhythm Society's Ilevice Pcrformance Recommendations. On j uly l Y t l l ,  2007, 

1 ' 1  )I\ a n ~ i o u ~ i c x ~ ~ l  a new (;uidance for Industry and 1:l)A Staff titled Writing [)ear. [)ortor l.t.ftt7r.s lice-nlls i ~ f  

I11i~ilir1~ti1lil~~ ('iir.~irorl,~~.tc.~. l ) ~ ~ f i h r i l l ~ r / o r ~ ~  '. 'l'his letter incorporated many of the. rccvmniendatiolis g i \vn  in our  
I Irart l i I i \ , thn~ Sociclty ( I  IKS) 1)cvicc' I'crrorniance Reconiniendations. In the Guidarice fir. 11irlrc.qtry ~ l r l i i  1'1)A 
i l i i i 7 ;  tlic I:I)A agt.ec>d to standardir .e public conimunications to physicians, which would  help 17atiellts atid 

other health professionals make  the, appropriate decisions about: (1)  cxplanting the medical device, (2) 
rc~programming tlie inedical dc\rice, o r  (3) taking a " ~ v a t c h  and \vaitU approach.  'l'hc F leart Rl iy thn~ Societ\~ 
L-oinniencls FDA for incorporating important  concepts from our  guidance docun ic~ i t .  t tow~c~\~c~r ,  there ~ v a s  



Heart RZ~vthm Societv 
r)otl)irig in !/our briefing rnatclrials that shotv (his example, or  that use thc formal that recommended h o ~ v  
~~l~\:sic. ians anci patients should  bc  notified of a possiblc device pcrforniance malfunction. C:lllL)s prescnt 

~ r r i i c l ~ f i "  i s s ~ ~ c s  due. to thcir lift:-saving nature, their lift,-long use, and  the patient risk \ is .  bcbnefit associatc3d 
'1  on. \ \ i t h  dc,\,i,t, imp lan t  t '  

I l i e s  I I(8al-t I<I~vtlim Sc)ciet\/ providc~s tlic following responses on the key questions from tlit, Risk 

C'c~~rl~~r~lnic-atiori /\d\fisorv C'ornniitteca. 

1 .  1Zlhat arc thc pros and cons of standardizing different prlrts of the press release template, especially 

,vitli respect to the title, format, and how the content is expressed? Specifically, how and  to what 

cicgrc~. will s tandardization improve o r  interfcre~ with effc.ctive communication? 

We advise 1:II.A-regulated manufacturers a n d  tlie FDA to use identical tc.rminolog\~ when 

classifyi~ig dcvicc. malfunctions. 
Whilc recognizing tliat this Advisory Committee is under  a tight timc.line, we ivould like, to 
ri~clucst adtlitional hearings to  provide more input  from physicians o n  tlie pros and cons ol' 

thc press rc.lc~asc1 tcmpla t r .  

2 .  I'lcvsc comniet~t  o n  the dcgree  lo which the current proposed tc.mplate incorporates currc~rltlv 

rc~coninicncicd risk coni~nunicat ion practices, including but not necessarily limited to: ( I )  worcling 
of the c.11rrc.nt title and  s ~ ~ h t i t l e ,  (2) a n i o ~ ~ n t  of information to he included in announcement,  (3) 
tailoring to spc,cific, audicncc.~, (4) LISV of subsections, highlighting and  boxi~)g ,  (5) claritv ol 
rnc.ssagt., i ~ ~ c l u d i n g  directions for ivliat to d o .  

Wt. strongly urgtl the IT1)A to establish a simple and more  intuitive. standard Format to 
co rnn i~~n ica tc  important  infornlation about device malfunction or  failure ot a dc.\lic-c to 

pc.rfor~n ~ccorc i ing to specifications. We also ask tliat t he  t y p ~  face be  proportiori,ll 
t l i r o ~ ~ g h o u i  the> tc~nplattl; the title s l i o ~ ~ l d  b~ given the same  text sizc as t l i t> subtitle 

(product/dtwicc) that is being cited. 
Wtb urge the I ; I  )A to include. llic format given in the, Ph!jsiciail 1)cilicc. A~iriisor.!j Nolicr from 
tlic I IliS [levice I't~rfornianc'e I)ocumentl. 'l'lie Ph!jsicii~i~ I )L '~ )~(Y '  Ailz~isory Notire provides a 

te~nplatc. for delivery of centralized information to enable accurate iiiterprc~tation of the risk 

notification. 
\Ye. urge  the. I:I)A to also adopt  a separate standardized format for patient notification. Scc 
I 'n t ic~~t  N~jtific~rifiot~ I.rftc~r from the 1 IRS IIcvice I'crforniance IZeco~nmcndations' . 

7 .  l ' lt~asc~ c o ~ n m ~ n t  on any additional reconi~nendeci risk cornmuliication praclic.cls that could bc bcllc.r 

i~ic~orl~ol.,)ted into tlie tck~nplatc. 

We recc)m~iit~nci that the FIIA c l i~n ina te  tlie term "rc~call" for all public comrn~i~i ica t ions  

~-cy,'lrcling imp1antt.d clt!\,ict.s. Not all dclvice systc~ni malfunctions or  problems lia\it> tlic 
sanicl safety risk for the patient. Change the  term clnss 1 recall to Cli~:;.~ 1 ndoisov!j r ~ o l i i - ~  01. 

(:liz.s,~ I sc!ftsly u1czt.t. Cl~angt .  the Cli~ss I1 and Cl~rss 111 uerczlls (non life-thrcatvning 
malfunctions or  pottantial malfunctions) to  safety notices. 'l'lie IIc>al-t l<li!,thm Soiic.t\ is 
rt3comlntwding that l : l l i \  eliminate tlie term "recall" for implantable cardiac cievices. 'l'hc. 
ltlrnl "recall" suggests to patients ancl physicians that a device should bc rc!nioved ~ ' h c ~ ~ i  

tliis may not be the, c.asc,; this can pu t  tht. patient at an  increased risk. 
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'1. I'lt>,~scs commvnt on ivays, in adciition to press rt.loases, that FIIA could etfcctively communicatc, to 

the p1.1blii abuut recalls. 

h4odical socictic~s, such as tlic fleart Rhythm Society, can help disseminatc~ information on 
thc>il- wPbsitc' and  through their correspondence to members. hledical s0cietit.s a re  0 1  t r ~ i  

~ ~ s e d  as n ~ n a i n  resource by all affected stakeholders. 

I Ii,11iI\ sou Tor ,icccyting O L I ~  testimony today, and for considering our  comments. The 1 Icart Rhythm 
C; o( .' ~ c , t v  is fully comrnittecl to improving device performance communication anci \vclcomes all 

o l ~ p o r t ~ ~ t ~ i t i e s  to worl< closely with this Risk Advisory Coinmittet.. 

-. - ... .- .~ 

I C'arlsoli, MI>, ct 21. Recommendations from the Flc>ai-t Rhythm Society 'l'ask Force on I l c ~ i c c  ['c!rformanrct 

1'1,lic-ies and C;~~idelirie~s. I leart li1iyth1-n. 2006 Oct; 3(10):1250-73. Website: 
~ ~ ~ ~ ~ ~ ~ l ~ ~ ~ ~ ~ ~ ~ ~ l ~ ~ ~ ~ ~ . ~ ~ r ~ ~ ~ l ' o ~ i ~ ~ ~ / < ~ ~ l i ~ ~ ~ ~ ~ ~ l ~ ~ ~ ~ i ~ ~ ~ ~ l i ~ ~ ~ / l  iI?-S:l ) ~ ~ ~ i c c - ~ ~ e r f o ~ ~ ~ ~ i - l i t : ~ ~ . c l ~ i i  .~ - 

( ;~~id;l~ic-r for I~idc~stry  'ind b'1)A Staff. \/Vrltirly I)c~nr /)oc,tor I~ l l s r s  /or. licrrdls i ~ f  lr~l~~ltrritrlhl(~ C'r~r.~licir~c~rior- 

I )c~/il~rillr~lors f I( ' l)s). I )ocument ibsucci on July 19, 2007. Wvbsite: 
' . . I ' / _  . , :. t , t , .  !o 1 ~ . :  \ : I  

~ - 
~ ~, 



PHYSICIAN DEVICE fiOVISORY NOTICE 
Advisorv Date: 

~- ~ ~ 

Trade Name Modci Nuniber 

I Manufactured on or  before (Date) 

Performance Failure I -- -- 

Root Cause ( i f  known) 

I Date Manufacturer Corrected Product Available (if known) 

I Has all affected product been retrieved? Yes No When? 

FDA CLASSIFICATION STATUS 
Advisory classification 

CLIN ICAL ACUITY 

Class: Decision Pending 

(USA) 

a) Total number of units currently implanted 

b) Estimated number of potentially affected dev~ces 
of this mode worldwide 

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

d) Total number wi th observed Performance Failure 

O/O of Performance Failures d/b x 100 = 

e) Mean age of product in implanted population 

f) Patlent deaths reported E l  yes 

Number of deaths = 

g) Patient deaths with probable relationship to  device 
failure 0 Yes 

Number of deaths = 

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



DEVICE COMPONENTS AT RISK OF PEk 2MANCE FAILURE 
- r- 

L Batte-y Fa:  re _: CRT ( lef t  ventr!cula: p a c l n ~ )  
7 C Diagnost~c  Data Failure 4-1 i e a d  .Eailiire 

[? Bracy Therapies ( lower rate pacing) ? Hermlt ic i ty  o r  internal component 

3 Brady Therapies (runaway pacing) 5 EM1 Susceptibility 

Tachy Therapies (AT?) a Telemetry Failure 

n Tachv Theranies fshock l  n Other (soecifv) - - - - - -  - 

PATIENT MANAGEMENT RECOMMENDATIONS 
-- -- -- -- 

Verify normal  d e v ~ c e  funct lon (at normal  fol low-up interval) a Yes El No - 
Verify normal  d e v ~ c e  f u n c t ~ o n  (as soon as poss~b le)  

-- 

yes C No 

Spec i f~c  measures t o  assess. 

-- 

Prog ramm~ng  changes Requlred Recommended 

I f  programming changes are  requ~red,  specify changes 

-- 

Accelerated devlce fol low-up G yes 3 No 
- 

Timeline - months :  

CONTACT 
Industry Name 

Address1 
Address2 

City, State Zip 
Phone 

Fax 
Email 

Website 

Source: C'arlso~i. )Ill. et al. Keco~nmendations horn the Heart Rhythm Society 1 ask Force on DCL Ice Pel-fi~r~nance Policies and Guidelines 
Hear1 Rh!th~n. ZOO6 Oct: 3 (  10): 1150-73. 
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PATIENT NOTIF ICATION LETTER 1 

( ) L I I  otigolng sur\/cillancc ol'the pcrl'ormance of ( i t l u n ~ ~ / c ~ c . ~ z ~ r e r / I ~ e ~ ~ ~ c e  Ncr~~~c/iZ.lo~/el,~Se~~iul h'zrrrlhei.) has found 
11i,11 I I I  \o~iic cases the ( ~ U L  ~ ' I I I U ~ L ) ~ ,  11nplu111uhle c~rr(iio\.er/er defih~,il/~rto~.. le(1d) might not be \\orking as 
. \ P C L I C C ~  0 ~ 1 r  records indicate you ha\ e this debice implanted. Your (pucc/lzuker, i111/7lc/r~tuldc~ ccrrd~o\~er/r~ 
/ c ~ l ~ l ~ ~  1//1c/o1 ) ~dcntil?cation card 11 1 1 1  c1.11) that this is y o ~ ~ r  dc\ ice model and serial 11urnbcr (l)e\c~.ihr rl1e~ 

I ) /  , ~ l ~ l ~ ~ l ~ l  111 Ill\ / ( ) I  I l l \ )  

I3cc ,~usc c\cr \  parlclit with a device is unique, appropriate medical decisions can only be ~nadc  b! you together 
\ \  I L ~ I  !our p h l s ~ c ~ a n .  who I\iiows y o u  and jour medical history. We are also sending a copy of t h ~ s  Icttcr to the 
iloctor \she ~rnplantcd the ( j w ~  ~~11lcrkc~1.. i~~l, luntuhle ctrr.t/iovct./rr t/e/ihril/u/or, l e ~ ~ ~ l )  so that the 1\10 of you \ \ i l l  
11,1\ c rllc ~nlivmation 1 ou need to dec~de  \vllat is in your best interest. If you have not heard lioni your doctor 
~ ~ g , r ~ c l l t ~ g  t h ~ s  matter. me encourage you to contact him or her to follou up on this notice We halie also not1 tied 
[lic I o o c l  and Ilrug Administrat~on. the kdcral agency that ovcrsecs our conipan! and implantable rncd~cal 
ilc\ I C C \  I~kc J O L L I ~  

i I C I Y  arc sonic sources fi,~. Inorc information. Of c o ~ ~ r s e ,  you arc \vclcome to contact us with a n  questions: 

I. I Icart llli~ rlim Societ! is the prolcssional medical organization with tlie most expertise on in1plantat:lc 
\ ices Iil,c !ours. 

I I I L .  bl-a~ich ol'thc l1.S. 1:ood and Ilrug Administration that ovcrsecs dc\,iccs liltc yours is: 

\\ L, ycn~111lc.1~ care that our dc\ ice per1i)rms propcrly and provides you the health benefits you and !our doc to^ 
I , \ I ~ C ~ C ' I  0111. surv~illa~icc is contin~~ous. and if the ratc ol'your device not perf'orining as expected changes. u c  
\ \  I I I ! ou. I'lcasc lct us knou if we can be of further assistance. 

\~I~II . (  L.. (';II.\WII. hl l ) .  cr al.  l i e c o ~ l l ~ l l e ~ ~ d ; ~ ~ i o ~ \ s  ti-on\ Lhe lieart l ihythln SocieL) 'l'ask I:orce o n  1)cvice Perli)rmancc Policies and 
( t i i i t I ~ , i ~ ~ i c ~ \  I I L ~ ~ I - t  t i l i > t l i ~ l l .  2006 0c1: 3(l  0): 1250-73. 



Guidance for Industry 
and FDA Staff 

Writing Dear Doctor Letters for 
Recalls of Implantable 

Cardioverter Defibrillators (ICDs) 
I)ocument issued on July 19, 2007 

1 or que\tions regarding this document contact Kris Mejia. Orfice ot'Com~nunication. 
I ducalion dnd Radiation Programs at 240-276-32 19 or by eniail at I \ l - i s t .  mgid c! ld.~.hIi\.go~ : 
01. cont:ict Ijrian I ewi\. Ollrcc o f  [levice F,valuation, at 240-276-405') or b j  criiail at 
'I i k i i ]  I L \ ' $ L \  L L I ~ I & I  l i l ~ \ . ~ ~ \ .  

.- V, 
.$.) C? ;u,# , 

.> ti, 

1J.S. 1)epartment of Health and Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 

Office of Communication, Education and Radiation Programs 
Division of Device User Programs and Systems Analysis 

Labeling, Research, and Policy Development Branch 



Contuins Nonbinding Recommend~itions 

Preface 
Public Comment  

IVritten comments and suggestions may be submitted at any time for Agcnc! consideration LO 

the I > i \  ision of' r>ocl<cts Managcmcnt. F ood and I l n ~ g  Administration. 5030 I:isher:, I ane. 
I<ooln 106 1 .  (t1l.A-305). l<ocI\viI le. MD, 20852. 

When submitting commcnts. plcase refer to  the exact title of th is  guidance document. 
( ' o ~ n n ~ e n t s  ma) not bc acted upon by the Agency until the document is next revised or 
~ i p d ~ ~ t e d .  

Additional Copies 

Adclitional copies arc available li-om the Internet at: 
i 1 1 1 j l . .  \ \  '!\ \i .Ii!:t.go! ' ~ ~ l ~ : ~ ~ ~ . t r : ~ ~ ! ~ ~ ~ ! ~ i ! ~ _ ~ ~ : ~ i ) ~ ~ ~ l ~ ~ ~ ~ l l .  YOLI may also scnd an e-mail rcqucst to 
~i:~!i;~~;lc!~~i:~.l!I~s.go\~ to rcccivc an electronic copy o f t h e  guidance or scnd a fax rcquest to 
210-276-3 15 1 to receive a hard copy. ['lease usc the docun~ent  n~unbe r  (1645) to idcntitj. ~ l l c  
guidance you arc requesting. 
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Contains Norrbinclirrg Recomtnendutiorrs 

Guidance for Industry - 
- and - - - FDA - - 

Staff - 

Writing Dear Doctor Letters for 
Recalls of Implantable 

Cardioverter Defibrillators (ICDs) 
- - ~ 

-. - -- -. 

;This guiclrrnce represents the Food uric/ Drug Adn~ i r r i~ t r~ t ior~ '~  (FDA's) crrrrent thinking 
otr t1ri.s t o~~ ic .  It c1oe.s not create or cot!fir uny rights for or on uny person crnd does not 
operute to birrrl FDA or tlre public Yoit cut1 use un altenicrtive upprouch if tlie upprouch 
.srrti,~fic<s the rec/uirc~ments of the upplicuhle stutute.s un(l regrrlati(~ns. Zfjorr w~rnt to lliscrrss 
Lrri olternrrti~le rrpprorrch, contuct the FDA st~ffrespoti~sible f i~r  implementing this 
,guidutica If jwu cutrnot idcrrtifi. the uppropricrte FDA t u f f ,  cull t11e uppropriute number 
listed oti the . title page ofthis guidrrnce. I - 

- -- - . . - -- -- 

Introduction 
I'llis guidancc provides best practices for manuF~cturcrs when drafting and issuing Delrr. 
l)oc./or lc t~crs  to disscliiinnte information about significant health ha;.ards to users ol' 
implantable c a r d i o ~  crter dcfibri llators ( ICIIs). 'I'his guidance may also be used bq I:I>A in 
re\ icwing manul'acti~rers' Dctrr Ilocvor lctters prior to their issuance. 1 his guidancc includes 
recommendations li)r technical contcnt, formutting. and use of risk communication 
principles. -1 hesc lctters [nay also be titled IJetri Ilculth ('clrc Profi..s.siontxl when the! arc 
di~scminated beyond thc direct physician co~nmunity.  

I.~I)A's guidance documents, inclilding this guidance, do not establish Icgally enl'orccablc 
rcslx)~isibilities. Instead. guidances describe the Agency's currcnt thinking on a [opic and 
should bc viewed only as rccommcndations, unless spccific regulatory or  statutory 
requircmcnts are cited. I'he use o f t h e  word .vhouk/ in Agcncy guidances means that 
solmething is suggested or recommcndcd. bu[ not rccluircd. 

The Least Burdensome Approach 
M c belie\ t. \sc should consider the J c a ~ t  burdcnsomc approach in all areas of'medical dc\  icc 
regular ion. I'his guidance re tlccts our careful r e v i c ~  of the rclevant scientilic and legal 
~-ccluircrnen[\ and \I hat u c  belie\ c is the lcast burdensome lvay for yo11 to colnplj \\ itli tho\c 
rcquirel-nen~s t lo\\c\/cr. i f )  011 believe that an alternative approach woi~ld be lcss 



burdcnsolue. please contact L I ~  so we can consider your point ol 'vieu.  You may send )our 
\\I-itten comnlcnts to thc contact person listcd in the preface to this guidance or to the CI)l111 
Ombudsman. ('olnprchcnsive information on C[)Rt-l1s Ombudsman. including wa \ \  to 
contact him. can be 1i)und on the Internet at Ilttp \ \ \ \ \ 4  .N_a.go\ ctlrh ~~~I~~LI~cII~~,III . 

Background 
I('1)s provide survival protection to patients at risk of  sudden cardiac arrest. 1 hese devices 
\igniIican~Iy reduce the increased risk of sudden cardiac death due to sustained ventricular 
rachqcardia or fibrillation. a leading cause ofdcath in the U.S. [ lowcver. like an) medical 
device. I('Ds can ['ail to operate as intended. I'hese Failures can be related to the design, 
manufacturing. andlor labeling of  the dcvice. 

%'hen thcsc Failures involve IClIs in distribution, a recall (correction or rcmoval) should be 
initiated by the manufacturer with oversight by FDA. Manufacturers involved in a recall 
\hould notil) all consignees. including physicians. of the reason for recall and the suggested 
actions to be talten to correct 01. ~ n i n i ~ n i ~ e  the risk to patients (21 C7t:R 7.49). Ideally, a uel l -  
\\ rirtcn 1)c~ru. l loc~ol-  letter \ + f i l l  be the first line of communication to physicians in the e\.cnt 
o f a  recall. a cc~~ra t c ly  and rapidly conveying infor~nation in a way that helps physicians ro 
~lialtr appropriate health care decisions with thcir patients. 

I'llc wording. fi)rmatting, ancl content of'/)c.crr /)oc./or letters are recognil-cd as critical factors 
in lhclping physicians to comprehend and appropriately address potential I ( ' I )  failurcs with 
patients in thcir practice. When lleru. Iloc'tor letters arc poorly written. the! may contribute 
to unnecessary devicc removal or  replaccmcnt. Furthermore. Ilccrr Iloctol. letters that are 
rcissuccl \vith cc~rrections or revisions niay cause additional confilsion. 

l'hc cori~munication ol' 1('1> failures requires a specialized approach because of  several 
i ~ n i c l ~ ~ e  characteristics. I.'irst. IClIs are life-saving devices. Patients rely on these de\ ' ~ c c s  ' to 
provide lil'e-saving shocks in the event of an arrhythmia. and some rely on them l'or round- 
the-clock cardiac pacing. 'l'lierefore. certain types of  ICD failures can directly result in 
patient death. Second. \vhile recalls often require the return of products to the firm. IC'lIs arc 
long-term implants \+lit11 risks associated wi1.h explantation. These risks [nay be higher than 
rhc risk ol'continued use ol'the device. I'herefore. specific information is needed so that 
pl~!,sicians and patients can carefully consider whether or not the device s h o ~ ~ l d  be removed 
and rcplnced in any individual patient. Finally, IC'[)s are programmable, so  that some types 
of'problems can be fixed non-invasively through reprogramming. 'l'he goal of 
coni~nunication in the cvent ol 'an 1('1> rccall is to help physicians. other health care 
proli.ssionals. and patients make the appropriate decision lor each patient about explanting 
rlic dc\  ice. reprogramnling it. o r  taking a "watch and wait" approach. 



C'ontuins Nonbinding Recommendutions 

Scope 

I'liis guidance provides I.'I)A's recommendations for maximizing the cft'ectiveness of 11e~11. 
l)oc./or letters through completeness. clarity. and readability. and for enhancing utility in 
providing doctors I\ it11 recommendations related specifically to implantable cardioberter 
clclibrillators. 

I'liis guidance should be used by industry when inSormation related to ICU failures and 
corrections or removals are being communicated to physicians. The recommendations in this 
guidance Imay also be usel'ul in communicating risk when no recall action is bcing laken bul 
tie\s. in1i)rmation is available about ICDs. These situations include communication about 
certain product ~lpdatcs, technical notes about product pertbrniance, recolnmended 
implantatioli techniclues. o r  important labeling changes. '~rhese types of  communications 
s l i o~~ ld  also Sollo\\ tliesc recommendations for consistency and to minimize the need for 
subsecluctil revisions. 

I lie recommendations contained in this guidance draw from FDA's own rcsearcli. risk 
c ' o~ i im~~n ica~ ion  principles. and other cl'forts to standardize thc information in 1 ) e ~ n  Iloctor- 
Iclters. including reconi~~iendat io~is  issi~ed by the Ileart Rhythm Society. 1 lealtli Canada, and 
the Ilnitcd Kingdom's Medicines and 1 lealthcarc Products Regi~latory Agency. The) 
rcprcscnt content elements dc~nonstrated to be cf'f'ective in conveying the most critical 
inli,rmation so~lglit bq physicians in the cvent o f a  potential ICII fhilure. 7'his guidance is 
l imi~ed to implantable defibrillators: however, solnc of  the concepts may be appropriately 
~11ylicd lo ollicr implanted devices including pacemakers. and external delibrillators. 

I:I)A has conducted several qi~alitative research studies to better understand thc content. 
li)rmat. and sources that health care professio~lals find effeetivc for conveying risk 
in1i)rmotion on medical dcvices and which convey the need for appropriate action. 'l'hese 
s~ildics identified "best practices" f'or communicating with health care prokssionals about 
d e ~ i c c  I'ailurcs as  summarized bclow: 

a .  Present safety information in a consiste~~t  order. Ixtters s h o ~ ~ l d  lead \\/it11 

[he nanic of  the devicc and a plain-language description of the problem, 
~ n c l i ~ d i n g  a clear description of deaths and serious adirerse events. 
I<ecommended actions should be prominent and clcarly identillcd. 

b. Format letters about safety concerns for easy readability. l lse large fbnl 
s i ~ e s .  bold type to highlight critical infor~nation. high contrast. subheadings. 
bullcts or a table f'ol-inat. and short. specific paragraphs. 

c. Notify health care professionals about safety issues through niultiple 
channels. Ilse elnail. I'ax. 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. I'his helps them 
to be better equipped to address patients' concerns and mitigate undue alarm 

e.  Focus communications on the pr-obleni with the device and recommended 
actions for physicians. I lcalth care professionals perceive letters fiom 
manufacturers as  less credible when they appear to focus on min imi~ ing  
company liability rather than on safety concerns. 

1' Avoid promotional statements about the company. I Icalth professionals 
want safety conimunications that are limited to information about patient care. 

Recommendations 

I ) c ~ r r i .  I ) o c ' / o l -  letters sliould be issued in a timely manner so  that physicians have the proper 
in1i)rlnation to respond to patient inquiries generated by other public warnings. including 
recall Icttcrs. media rcports. and trade publications. Dccrl- L)oclol- lcttcrs should be concise 
(less than t\\o pages, when possible). 'l'lie letters shoilld be fhr~natted for easy readabilitl~. 
using large font sizes. bold type to highlight critical information, high contrast. subheadings. 
bt~llcts or a table fi,r~nat. and short. specif'ic paragraphs. I:1>A rcconimcnds that companies 
avoid lengtliq. bacligrc)~~rld infi)rlnation at the beginning of Ilear Doclor- letters. Rather, the!, 
should provide only succinct descriptions of the problelns and refer physicians to 
~lttacliments containing fill1 or more cotnplex discussions, if necessary, Immediately 
ti)llowing the bricl'description of the problem. letters should contain a bulleted list o r  table 
addressing each of the li)llowing areas of  concern to physicians in order as they appear 
b c l o ~ , :  

What is the nature of the device malfunction or failurc'? 
I hi5 sliould include. mhc~lcvcr available: 

o A detailed description of  the failure mode and its root cause. 
An explanation ol'how the failure would manifest clinically. 

o A description ol'thc I'catnres of  the ICII that are co~nprolnised by the dcvicc 
failurc. It is important to convey fihcthcr life-saving or life-sustaining 
tllcrapics arc al'fected. versus secondary therapies or diagnostics. 

= What is t l ~ c  scope or likelihood of the problem'? 
I his \hould i~lcludc, whcnever available: 

I lie number ol'active implants in the IJ.S. 
I hc nu~nbc r  of devices that arc already known to havc exhibited the failure. 
I'lic numbcr of remaining devices that could be si~b.ject to the l'ailurc. 
Specific patient populations at higher risk for devicc fa~lure .  

What is the severiq of the problem'? 
I'his should inclucie, whcncver available: 

o I'he number ol'deaths that havc already occurred due to the devicc failure. 
.-, I'he number of deaths that h a ~ e  occurred that arc associated n i th  the devicc 

lailurc. c \ e n  i f a  direct causal link has not been established. 
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n I'he number and type of  injuries that have occurred that are associated ui th 
the dcvice I'ailure. even i f a  direct causal link has not been established. 

= <'an the failure mode be observed or predicted in clinical follow-up'! 
I his sliould include. whenever available: 

, An interrogation step or clinical test that can be used to identil-y dc\!iccs that 
Ilave a l r e a d ~  cvhibitcd thc failure mode. 

(1 An interrogation step or clinical test that can be used to idcntify devices that 
have the potential to fail. 

o A self-test that can bc used by patients to determine whether their devicc has 
alreadj exhibited the failure mode. 

Carl the failure mode be corrected it2 situ by reprogramming or  upgrading the 
sofhva re? 

I his should include. whenever available: 
J A rccommcnded li,llow-up schcdule for patients whose devices are si~bject to 

tlie recall. I-or example. should patients wait for their next scheduled c isit to 
have tlie correction performed. or shoi~ld they be directed to conie in sooner? 
A clear explanation or'whetlier the reprogramming step or soti\vare i~pgrade 
addresses thc root cause or the problem. or whether it is an interim fix. 

o A description of'thc aciecluacy of any interim fix in ~nin imi l ing  rislts to the 
patient. 

= What is the recommended treatment for patients? 
I hi\ shoi~ld include: 

0 A reminder that lnost devices will not fail (if  that is supported by the facts). 
r I he percentage or number of devices that are expected (or not expected) to 

f i l l .  
o A reminder that the term "recall" does not necessitate dcvice removal. 
o A rcmindcr o f t h c  risks associated with devicc explantation and replacement 

A recommended li)llow-up schedule li)r patients whose deviccs are subject to 
the recall. 

c A recommendn~ion to consider explantation il': 
the failure mode is catastrophic (affecting lik-sac ing or life-sustaining 
therapies). 
tlie lhilure Inode cannot be predicted by clinical tests or interrogation. 
the f'ailure mode cannot be lixed through reprogramming or other 
minimally-invasivc procedures. and 
the individual patient is dependent on  the device. 

o .A recomlnendation to reprogram the dcvice if llie failure mode has a root 
cause that can be corrected through reprogramming. 

fi A rccommcndation to ~atcl i -and-wait  if cxplantation or reprogramming is not 
l~ar ran ted .  I'or exa~iiplc. il'tlie risks of'cxplant out\cuigli the likelihood of '  
I'ailurc. 

( An! actions ph~s l c i an r  may take to min imix  risks to their patients. 



Contuins Nonbinding Reconimen~lution,~ 

What advice can physicians give to patients with affected de\iccsS? 
I hi\ \hould include: 

,, ('ompany-rccom~iiended actions paticnts and health care providers can takc to 
~dcn l i l j  affected devices andlor r ecogn i~c  indications of 'dev~cc  l'ailure ( 1.c.. 
ac~diblc sounds, phqsical reactions. etc.). 

, A re~ninder  that paticnts should keep routine follokr-up appointriicnt\ ks it11 

their ph\.sicians. 
A list o f  \! 1nploln4 (hat would warrant g0111g ininiediately to the emergency 
roo In 
Company contact information for cons~~~ners lpa t ien ts  (c.g.. toll-f'rec lclephonc 
number, email address. Web address). 

What should be done with explanted devices'? 
rl'his bhould include: 

o Instr~~cl ions fhr returning any cxplanted devices to the nianulacturcr fi)r 
anal> sis. 

Where can health care professionals get additional information and updates? 
I his should include: 

( t'lionc number and clnail address for company point-of-contact. 
o ( 'o~npany Web address. 11eu1. Doclol- lettcrs sliould be posted and easy to find 

on  the company Web sitc, along with updated inlhr~nation as  i t  bcco~ncs 
available. 

In addition to the\c rccom~nendations. the authors and editors of  I ~ ~ N P  Doc~or letters li)r l('1) 
recalls should also li)llo~z 2 1 ('FR 7.49 Kccall C'ommunications and I:IlA's Guidance fi,r 
Industrj on I'roduct Kccallc. Including Removals and Corrections ( 1  1/3/03). 

Other Resources 

2. Kccommendations l'rom the f leart Rliythni Society 'I ask Force on Device 

Pcrformancc Policies and Guidclincs 

(Ilttp I\ \ \ I \  .li~-~oriIrrlc O I ~ I I ~ ~ I ( ~ ~ I ~ ~ ) ~ ~ C ~ ' I  I li\ I L ~ y I , i ~ ~ ~ ~ l i ~ ~ ~ ~ g I ] . ~ ~ l I l ) .  

i (iuidance li)r Industr! o n  I'roduct I<cc:tll\. Including Rc~novals  and ('orrcctions 

( l 113103) (Ilttlx \ \  \ \  \\ Ida go\ or:' i t ~ f i l > l ~ : ~ n c c  1e1 ~ c ~ ~ l l i i  s g ? r . c ~ a l l  Iitri~). 


