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Dear Mr Hawkrns

»

Ean

You should be |n recelpt of a letter from Danlel G. Schultz, M D D|rector FDA Centerfor Devrces and

Radrologlcal Health dated October 16, 2007, notlfylng you of the ss 1 recall classrflcatron on Medtromc Sprint
Fidelis teads models 6930,'6931, 6948 and 6949, due to potentral lead-fracturés which have a reasonable o
probablllty to cause serlous adverse health consequences |nclud|ng death ' co

: Our evaluatron rndlcates that this recall should be conducted to the. phyS|c|an Ievel and that Level A effectrveness .

checks should be: conducted by your firm. Level A effectrveness checks are to be conducted at 100% of your

) cons|gnees to ver|ty that all conS|gnees have recelved notlfrcatlon about the recall and have taken appropnate _ o
' actlon S . S o v _ v o .

-In addrtron to your recall efforts rt is equally rmportant to. assure that all returned or undlstrlbuted merchandlse is .
promptly mventorred handled and:stored in such a manner as to assure its: separatlon from acceptable matenals s
'so it w1ll not madvertently be used orshipped. = . v L o e

e o

Ourexperlence |n srmrlarsrtuatlons has shown that, the Ionger a defectlve product |s held between the |n|t|at|on ‘ LT
. and termlnatron of a recall, the greater the chance.of its accidental misuse. We, therefore urge you to O
rmmednately begrn makmg plans to destroy the product or recondrtlon itto brrng |t |nto complrance wnth the |aw R )
We request that’ you advnse us wnthrn ten (10) days of the. steps you have taken or will take. () ensure the recalled R
product is’ properly inventoried and maintainedto prevent unintended use or shrpment and provrde your pr0posed , B
method of dlsposmon of the returned goods and your undrstrrbuted stock :

In addltlon -we request you submlt to our Mlnneapolls Dlstrrct Office-a recall status report at monthly mtervals N R

begmnrng the. month of December, until completion of the recall. - -If you have completed your-recall actions’ at thlS -
time,; you will only need to send one summary report. The recall status report should contain the’ followmg .

lnformatlon - S : . . SR

o , _' 1"‘ Number of consrgnees notrfled ofthe recall and date and method of notrflcatlon - ,' N

’l‘

2 ‘The number of conS|gnees respondlng to the recall commumcatlon

.
ok

S o3, Number of ¢ consrgnees that did not respond .
. . o . 5' . . ' »‘
- 4. The number of conS|gned devices retrreved from hospltals or other consrgnee lnventorres and the
T o .quantity of. product accounted for. . T v L v » -

e

.5, Date,{number type (telephone visit, etc)and results of effectlveness checks that were made

- ° - &
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ﬁ,ﬁ rThe estlmated tlme frame for complet|on ofthe recaII or when the recall was completed.

~

i,

7 Amount of the product on hand at your firm when the recall began and the dlsposmon of thls product

8 Correctlve actlons taken to prevent recurrence of the: S|tuat|on ’ » :

. ",'
b

9. Numberand summary of complalnts recerved about lead fractures f -

- 4’-},?

U

g ‘Our Judgment regardlng the' effectrveness of the recall, will largely be based upon your lmplementat|on of the
gundellnes addressed |n the FDA “Enforcement Policy” 21 CFR part 7, and “Methods for Conducting Recall
Effectiveness Checks ‘Please be: adwsed that-failure to conduct an effective recall’ ‘Colld result in seizure of the

coa

‘rAddress these penodlc recall status reports to Knsty Zuroskr Recall & Emergency Coordrnator atthe Mlnneapolrs
District Office’” Informatlon indicated as needed in items 7-9 is for closing the recall and need only be supplied in
- your fnal report N

vuolatlve product |n commerce or other legal sanct|ons under the Food, Drug & Cosmetlc Act

'Your response to th|s letter should be addressed to W Charles Becoat Drstnct Dlrector -

Your cooperatlon |n th|s matter is obvrously rmportant for the protectlon of the' general pubhc

Enclosure

' Michael G. Holgers
Director.of CRDM Compliance

.. Medtronic Cardiac'Rhythm- Dlsease Management,

. .7000 Central; Aven ueN.E. .
aneapolls Mlnnesota 55432- 3576
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Slnoerely.

#f/érmcé%

W. Charles Becoat
Director -
Min neapolrs Dlstrlct
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