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MEDICAL DEVICE ALERT

DEVICE -

MiniMed™ 600 Series Insulin Pumps (MiniMed 620G Insulin Pump/Pump Kits &
MiniMed 640G Insulin Pump/Pump kit)

'BACKGROUND

..

The MiniMed™ 600 series insulin pump is designed with a pump retainer ring to lock
the reservoir in the insulin pump. There have been reported incidents of a loose
reservoir that can no longer be locked into the pump. The reservoir can become

loose due to a broken or missing retainer ring that prevents a proper lock.

If the retainer ring is damaged, loose or missing, and the user inserts reservoir back
while the infusion set is still connected to the body, it could result in rapid and
potentially large infusion of insulin, which could cause hypoglycemia. Severe
hypoglycemia can be life-threatening or may result in death. Under-delivery could

occur if reservoir is not properly locked, creating space and preventing pump from

pushing expected insulin into the body, or if the pump stops working due to water

ingress, which could cause hyperglycemia

Reason for Recall : |

® Medotronic is recalling the specified insulin pumps to replace any pump that has a

clear retainer ring with one that has the updated black retainer ring at no charge. A
replacement insulin pump will be provided even if the clear retainer ring is not
damaged and regardless of the warranty status of the pump.

* Medtronic previously identified, and informed customers about missing or broken
clear retainer ring of the MiniMed™ 630G and 670G insulin pumps. The retainer ring
helps to lock the insulin cartridge into place in the pump's reservoir compartment. If
the cartridge is not locked firmly into place, under or over delivery of insulin may
occur, which  could result in low blood sugar (hypoglycemia

; (https://medlineplus.gov/hypoglycemia.html)) or high blood sugar (hyperglycemia
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(https://medIineplus.gov/hypergiycemia.html)). Severe  hyperglycemia  and
hypoglycemia can be life-threatening or may result in death.

* Example of hypoglycemia risk - If the retainer ring is broken or becomes detached
from the insulin pump, and the user inserts the reservoir back into the pump while

the infusion set is still connected to the body, it could result in a rapid and
potentially large infusion of insulin.

e Example of hyperglycemia risk - The under delivery of insulin could occur if the

|
reservoir is not properly locked in place by the retainer ring, creating a space ‘
between the insulin pump and the reservoir, and prevents the pump from pushing )
I

[

|

the expected insulin into the body, or if the pump stops working due to water
entering the insulin pump. This may also contribute to diabetic ketoacidosis.

* Serious injuries and deaths have been reported with the use of MiniMed™ 600 series
insulin pumps, however those adverse events may not have been directly related to
the damaged clear retainer rings that are the basis for this recall

Who May Be Affected

® Any person with diabetes who uses an affected Medtronic MiniMed™
insulin pump

® Health care providers who treat people with diabetes using the affected
MiniMed™ insulin pumps

Important Note: CDSCO have not received any complaints from the market on this issue.

:URTHER DETAILS & CONTACTS

M/s India Medtronic Pvt. Ltd, Gurugram, Haryana had issued a Field Safety Notice
which is attached herewith this alert.

M/s India Medtronic Pvt. Ltd.
4th Floor, Tower A & B SAS Tower
Medanta The Medicity Complex
Sector 38, Gurugram 122001
Haryana, India
www.medtronic.co.in
Tel +91-124-4709800
Fax +91-124-4206850
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Medtronic Recalls MiniMed Insulin Fumps for Incorrect
Insulin Dosing

October 5, 2021 UPDATE: Medtronic updated this recall with information that Medtronic will replace any MiniMed ™
600 series insulin pump that has a clear retainer ring with one that has the updated black retainer ring at ng charge. A
replacement insulin Pump will be provided even if the clear retainer ring is not damaged and regardless of the warranty
Status of the pump. If you have questions about this recall, cal| Medtronic's 24-Houyr Technical Support line: 1-877-585-
07v6.

The FDA has identified this s q Class I recall, the most serious type of recall. Use of these
devices may causé serioys injuries or death,

Recalled Product

* MiniMed™ 600 Series Insulin Pumps

-

* Lot codes: Refer to the Medical Device Recalls database entry for each product.
* Distribution Dates:

° Model 630G - September 2016 to February 2020

° Model 670G - May 2015 to December 2020
* Devices Recalled in the U.S.: 463,464

* Date Initiated by Firm: November 21, 2019

Device Use

People who have Type 1 diabetes may use the MiniMed™ insylin pump to deliver insulin for the
nanagement of their diabetes.
* The Model 630G insulin pump may be used by persons sixteen years of age and older,

* The Model 670G insulin pump may be used by persons seven years of age and older.

Reason for Recall

Medtronic is recalling the specified insulin pumps to replace any pump that has a clear retainer
ring with one that has the updated black retainer ring at no charge. A replacement insulin pump

will be provided even if the clear retainer ring is not damaged and regardless of the warranty
status of the pump.
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cartridge into place in the pump's reservoir Compartment. If the cartridge is not locked firmly
into place, under o over delivery of insulip may occur, which could regy]t in low blood sugar
(hypoglycemia (lltlps:[[medlinemgmﬂl};mglycgmia.lltm_l)_) or high blood sugar
(hyperglycemia (https:/ ngdlinepl_uigm’ih}:p_erglycgm 1a.html)). Severe hyperglycemia and

hypoglycemia can be life-threatening Or may result in death.

* Example of hypoglycemia risk - If the retainer ring is broken or becomes detached from
the insulin bump, and the user inserts the reservoir back into the pump while the infusion
set is still connected to the body, it could result in 5 rapid and potentially large infusion of
insulin.

* Example of liypcrglycemia risk - The under delivery of insulin could oceur if the reservojr
is not properly locked in place by the retainer ring, creating a Space between the insulin

Who May Be Affected

* Any person with diabetes who uses an affected Medtronje MiniMed™ jnsulin pump

* Health care providers who treat people with diabetes using the affected MiniMed™ insulin

* Determine if you have a clear retainer ring,

© Users can visit www.medtronicdiahetes.com/retain91-ring-serial—number-look—up
_(l_mps:[[www.mgdtronicdiabetes.com[retgingrmg-serial-number~look—up[)_ =
_(hﬂp:((wmw.fda.g(ﬂ/ about-fda/ website-policies /website-disclaimer)_ and enter the
serial number of the pump to check to confirm that the pump has a clear retainer

https:/iwww.fda -gov/medica I—devfces/medicaI—devioe~recalls/medtronfc-recalis-minimed-insulin-pumps-incorrect—insuiin-dosing 2/4
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© Stop use of the pump and contact Medtronjc for a replacement pump. If you stop
using the pump, you should follow your doctor's recommendations and perform
manual insulin injections, DO NOT insert the reservoir back into your pump
while connected because you could mistakenly give yourself a rapid, and
possibly large, insulin bolus.

® check your current and New pump and retainer ring for damage every time you
replace the insulin Teservoir, or any time it is dropped or bumped.

In November 2019, Medtronic first communicated about this recall with instructions for
customers to examine pumps for potential retainer ring damage and to contact Medtronic if the
retainer ring appeared to be loose, damaged or missing.

Contact Information

should call the 24-hour Medtronic Technical Support at 877-585-0166.

Additional Resources

* Medtronic Patient Letter (https:/ /www.medtronicdiahetes.com/ customer-

support/ product—and-service-undates/ notice15-letter) " (http://www.fda. gov/about-
fda/website-policies website-disclaimer)_

* Medical Device Recall Database Entry Mode] 620G
(https://www.accessda i a.gov[§cril)_t§/cdrh/cfdocs/cfres/res.cfm?id=17_8_gg_9)_

* Medical Device Recall Database Entry Model 640G

(https:/ mww.agggssda;a.fdg.gov/scrints/ cdrh/cfdoes/cfres /res.cfim 2id=178300)

How do I report a problem?

Health care professionals and consumers may report adverse reactions or quality problems

(https:/ /www.aceéssdata.fda. gov/scripts/medwatch /index.cfm ?action=rep0rting.home)_ they

experienced using these devices to MedWatch: The FDA Safety Information and Adverse Event

https:/lWWW.fda_gov/medicai-deuices/medical-device-recausfmedlronic-recaIrs-minimed-insulin—pumps-incorrect-insulin-dosing 3/4
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