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Exacta™ Medical Device Correction
Letter Training
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Exacta™ Medical Device Correction Letter Exacta™ [Ef7 28tz IEIEHERR
Issue Description [EIREHHiA

Medtronic has received customer complaints reporting
cracks and/or leaks on the stopcock of Becker™ and
Exacta™ EDMS devices.
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*Enlarged image of
stopcock
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Exacta™ Medical Device Correction Letter Exacta™ [EJ7 22U IEFSHEBER
Recommended Mitigations EiY A EARIENE

1. Prior to use, inspect all stopcocks and connections to ensure that
connections are secure and that there are no visible cracks in the stopcocks
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2. If cracks or leaks are identified, do not use the device and return it to
Medtronic.
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*All images are examples of potential
cracks.
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4. Once filled, check all connections to ensure that fi
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Exacta™ Medical Device Correction Letter
Recommended Mitigations  #1iVAUERRIEHE

5. All connections should be finger tightened. Do
not use any instruments to tighten
FEERIENFETE, BOERETIAHTITE.
Over tightening can cause cracks and leaks to
occur
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6. Whenever cleaning with alcohol, or a
disinfectant containing alcohol, allow cleaned
components to air dry completely prior to
connecting the system
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Exacta™ Medical Device Correction Letter
Patient Management Recommendations BEEEREY

s If the system develops cracks or leaks during use, replace it using sterile
technique and return the damaged system to Medtronic. If the leak
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leaks, the system should be replaced, g
be monitored for evidence of infection. %«
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Exacta™ Medical Device Correction Letter Exacta™ Eﬁ%ﬁﬁ%ﬂﬂﬁﬁﬁ@

Customer Required Actions ZF{TzhEK

+ Ensure customers complete and return the customer confirmation

form to acknowledge that they have k;,pm‘{"",\.
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Form within FCA letter 3

+ Ensure customers post a cop i

product as a reminder of the

{ the letter URGENT: MEDICAL DEVICE CORRECTION
- Becker and Exacts External Drainage and Monitoring Systems
Potential for Stopcock Cracking and Leaking

actions
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+ Ensure customers retain a copy of thig.lette MRS
response form for their records ’
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