Information for your website

Important safety information for people with diabetes in
possession of NovoPen® Echo® and/or NovoPen® 5

Movo Nordisk has getected that the insulin cartridge holder used in a limited number of
NovoPen® Echo® and NovoPes® § batches may crack or break under special
circismstances. NovoPen® Echo® and MovoPen® 5 are used for insulin treatment by
peophe with diabetes. The regson for the cracking is that the plastic materials used for
the cartridge holders in the affectad batches can be weakened if exposed to certain
chemicals found in some household preducks, such as cleaning agents, sunscreen and
food grease. When cleaning the pen as described in Instruction For Use, cracking of the
tartridge holder is extremely unlikely to occur.

Nowo Nordisk urges pecple with diabetes using a MovoPen® Eche® and/or NovoPen® 5
frarm one of the affected batches to contact Movo Nordisk in order to replace the cartridge
holder as some could be damaged.

A picture of the cartridge holder is shown Figure 1,

Figura 1. Cartridge holder wsed for NovaPen® Echo® and NovoPen® 5_

Details of affected devices:

The affected MovePen® Echo®™ and NovoPen® 5 batch numbers distributed In the
LK are shown in below tables, Please note the batch number can differ very
slightly on the pen and the box that it comes in.

MNovoPen® Echo® MovoPen® 5

"Batch Batch " 'Bateh
number en | number E:tnﬁ::er number on
cartan on pan on carton | PE"

DUGHLE1 DUGD191 | pwG1930-3 | owelean
| DUGO152 DUGD192 | pwG2159-2 | ove2ise
| DUGO153 | DUGD193 | OWG3018-2 | DVGZ018

DUGL613 DUGIE1Z | BYGO506-2 | EVGOS06
| BUG1614 DUG1614 | EVGOSO7-2 | EVGOSOT
| DUGL615 | DUGI615 | EVGOBIS-2 | EVG61S
DUG1s16 DUGLELE EVGEDIOF-3 EVGO707
DUG1708 | DUGI708 | EVGO902-2 | FvGoon2
DUG1709 DUGI705 | EVG2203-1 | pygazas

DUG1775 | BUGL77S | EVE2906-1 | pyozeos
|DUGI776 | DUGL7T76 | EVG2907-2 | PvG2907




DLGL?T? DUGL??7 EVGE2910-2 | Eys291in
DUG1778 DUGLT7E EVE3I008-1 | pyci00e
DILKGZ0E9 DUG2049 EVEI11Z2-2 | Ewis3112
DIUHGZ053 DUG2053 EVGEGE245-1 | EyGa245
DUGZ054 DUG2054q EVGERZZ-3 | BWGaE22
DUGZOSS DUG2055 | FViG7150-1 FWGET150
DUG20553-1 DLUG2055 FWGE7564-2 | FyG7564
DLG205E DUGE20S6 FWG7565-2 | FyGTses
DUG2058-1 DUG2058 FWiET565-5 | FyG756E5
DUG2129-1 DUEE12S FWGE7566-2 | FWiG7566
DUG2218-1 DUGZ218 FWGE7567-2 | FUGTSET7
DUG2219-1 DUGE219 FYG7612-1 | FuG7e1z?
DidE2343-1 | DUGE343 FYE7613-1 | PuG7els
DWiG1565-1 DVE1565 FYETEL3-2 | PUGTELD
DAG1566-1 DVE1566 FWGE7616-1 | PUG7ELE
DWVE1715-4 | DVGEL1715 FWGETE17-2 | PVGTGELT
DNVG2297 -4 DVG2287 FYGEE31-2 | PyGRS 31
EVGE296-6 EVEIZ98 FWEE532-1 | Pycasa2
EVG22%9-6 | EVG2299 FVGEGS4-2 | FYGHESS
EVE2300-2 EVE2300 FYGEE55-1 FYGHASS
EVG2508-2 EVGE2A08 FVGEE57-2 | FyGREST
EVGZS02-1 EVG2909 FWGEEG5B-1 | FyGHASHE
EVGEZ915-1 EwE2915 FVGEEL59-1 | FUGRESD
EVGI01-1 EVGE3011
EVGINI1-3 EVG3011
EVEI995-2 EViE3999
EVGA2E3-3 | EVG4253
EVGEEE9Y-1 EVGEERG7
EVESE9R-2 | EVGLE9E
EVG5946-8 EVE5946
EVG5962-1 | EVESO62
EVGES63-3 EvEho6e3
EVGGAZE-2 EVGEBZ3
FWGETEET-5 FWGET337
FYGTied-1 | FYGTI64
FWVGET45F-1 FWGET45T
FywGE212-3 FWGEZLZ
FVGEE217-1 | FVGEZLY
FYGEZ1E-1 | FYGEZ18
FYGBYS5-1 FuGE995
FVGEEI9T -4 FUWGEIST
FYGESSE-1 FGEI28
Table 1. List of affected NovoPen® Echo® and NovoPen® S batches in UK




You can find the batch numbers printed on NovoPen™ Echo® and NovoPen® 5
pens and box as indicated below (Figure 2 and 3).
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Figure 2. Red squares show where the batch number Is located on (A) NovoPen® Echo® and
(B) NovoPen® 5, Please note the pen will need to be dialled up In order to see the satch
numbers, The NovoPen® Echo® can be red or blue, whereas a NovoPen® 5 can be blue or grey.

Figure 3. Red square shows where the batch number is located on the box.,

If you are in possession of a NovoPen® Echo® and/or a NovoPen® 5 with a batch
number which is not mentioned above there is no reason for concern and you
can be confident that the device will work as intended.

What to do if you are using a NovoPen® Echo® and/or NovoPen® 5 with
one of the above-mentioned batch numbers:

« Do not stop treatment without consulting your doctor.

« Be attentive to your blood sugar levels by checking them regularly and
looking for symptoms of hyperglycaemia. If you note these symptoms,
measure your blood sugar levels as instructed by your health care provider
and take appropriate action.

» In the event that you experience symptoms of too high biood sugar
involving this product, contact your doctor for advice.

« To request a replacement cartridge holder, register your contact details
(name, address, phone number, email and number of affected cartridge
holders) either at the local Nevo Nordisk website www.novonordisk.co.uk
or contact the local Novo Nordisk Customer Care line on 0845 600 5055,
Novo Nordisk will extend opening hours of the Customer Care line to
include weekends to support patients. Opening hours will be Ban-8pm
Mon-Fri and 8am-4pm Sat-Sun.



«  You will recelve an unaffected cartridge holder for your NovoPen® Echo®
andfor NovaPen® 5 within 7 days, Upon receipt, you should attach the new
cartridge holder and use as stated in Instructions For Use,

+ Repart any adverse evants ar complaints {including a damaged cartridge
holder) to Novo Mordisk's Customer Care ling on 0845 600 5055,

Q&As for your patient helpline

Product quality
1. What exactly is the Issue with the pen?

A A new type of cartridge holder was inbroduced in July 2014 to make
the pen maore resistant towards a drop. The purpose of the cartridge
hotder |5 to fixate the insulin cartridge in the pen, The cartridge
halder Is removed every time & patient needs to lsad the pen with a
new insulin cartridge. Thus, taking the artrdge holder off and
putting it an the pen is part of normal opearation for patients using a
MovoPen® Echo® or a NovoPen™® 5. A picture of the cartridge holder is
shown below:
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Unfortunately, it appears that if the mew type of cartridga halder
introduced in July 2014 comes In contact with certain chemicals, it
can crack or break, The reason for the cracking is that the plastic
materials used for the cartridge holders in the affected batches can
be weakened if exposed to certaln chemicals found, for example, in
some deaning products, sunscrean or food grease. When deaning
the device as described in Instruction For Use, there is no reason to
belleve that cracking of the cartridge hoider will ocour, Using 2 pen
with & cracked or broken cartridge holder can result in the pen not
dellvaring the intended insulin dose, potentially leading to
fuctuations In biood sugar levels.

2. Which devices are affected?

A MovoPen Echo® and NovoPen® 5 devices using this this type of

cartridge holder are affected.

3. How many NovoPen® Echo® and MovePen® 5 are affected?
A In the UK we estimate that 202,511 pens are in the affected batches,

Patient Safety

4. What is the rislk if I'm in possession of an affected product?



AL The risk that a patient will experience high blood sugar over the
lifetime of an affected pen is less than 0.1 % l.e. orly 1 in 1000
patients will experience high blood sugar due to this.

5. How should the person with diabetes react if he or she experiences
either an over or under dosing?

s st

Al In the event that the patient expariences sympioms of too low or koo
high bieod sugar invalving injections with these devices, the patient
must contact his or her doctor for 2dvice, Patients are trained In bow
to handle hypoglhycaemia or hyperglycaemia (oo low ar koo high
Blood sugary and should aet accordingly prior to contacting the
doctor,
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I.E-. Has Nove Mordisk received any adverse events related to the .;;h;ctad

NovoPen® Echo® and/or NovoPen® 52

A: Movo Mordisk has over the last year received around 50 non-serious
adverse events where a patient had too high biood sugar and this
could potentially be due to a faulty cartridge holder, The patient
recoverad In all cases.

. 7. Have health Il.lthnri'l'ia:baan informed about the issua?

A Yes, Novo Nordisk has informed all affected health authorities
including the MHRA,

8. Have doctors and patients been informed about the affected products?

A YWes, Movo Nordisk has informed HOPs and patients, in order to have
the affected cartridge holders replaced, through all of the appropriate
channals induding UK patient groups, health authorities, Movo Nordisk
wiebsite and the media.

Replacement .t.l'rprnduﬂ

9. If I'm in possession of a NovoPen® Echo® and/or NovaPen® 5 from the
affected batches will I get a replacemeant product?

Ar If @ patient has a pen with one of the affected batch numbers he or

she must:
Mot stop treatment without consuiting your doctar,

Bar atbentive to your blood sugar levels by checking them regularly
and lgoking for symptoms of hyperglycaemia, If you note these
symptoms, measure your blood sugar levels as instructed by your
health care provider and take approprizte action.

In the avent that you experience syrptoms of too high blood sugar
invalving this product, contact your doctor for advice.

To request & replacement cartridge holder, register your contact
details (name, addrass, phone number, email and number of
affected cartridge holders) either at www, novonordisk.co.uk or
contact the local Novo Mordisk Customers Care line on 0845 800

5055, Novo Nordisk will extend opening hours of the Customer Cara
line to indiude weekends to support patients. Opening hours will be
Bam-8Bpm Mon-Fri and Bam-4pm Sat-Sun.

You will receive an unaffecied cartridge holder for your NovoPend
Echo@® andfor NovoPen® 5 within 7 days. Upon receipt, you should
altach the new cartridge holder and use as stated in Instructions
For Use.

Report any adverse events or complaints (Incleding a damaged
cartridge holder) to Mova Nordisk's Custormer Care line on 0845 600
5055, Movo Mordisk will extend opening hours of the Customer Care
iire to include weekands to support patients. Opening hours will ba
Sam-8pm Mon-Fri and Bam-4pm Sat-Sun.






