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Important information related to the Accu-Chek Solo® diabetes 
manager’s bolus data screen

Dear Accu-Chek Solo user,

At Roche Diabetes Care, we strive for the highest quality of our products and services and are committed to keeping 
you informed on any issue associated with our products. This is why we would like to notify you today of a voluntary 
corrective measure that we are initiating in relation to our Accu-Chek Solo diabetes manager handling instructions to 
promote safe and reliable use of the pump system as intended.

Description of situation and rationale giving rise to this corrective measure	

Because patient safety is our top priority we are informing you today about a potential risk when referring to the 
bolus data screen of the current versions of the Accu-Chek Solo diabetes manager. As part of our ongoing quality 
monitoring, we have identified that after more than 256 bolus entries a display error occurs on the bolus data screen 
showing wrong data. This is a data display issue only and affects solely the bolus data screen. It is important to note 
that the main logbook screen shows all data correctly and the bolus advice and delivery function correctly 
while accurately considering the active insulin. As the wrongly displayed data on the bolus data screen could 
potentially be misinterpreted, possible consequences could range from no clinical impact to adverse health events 
including hypoglycaemia, severe hypoglycaemia, hyperglycaemia, severe hyperglycaemia or diabetic ketoacidosis 
(DKA).

Urgent Field Safety Notice

Burgess Hill, 5th June 2023 

For attention of: Accu-Chek Solo Users 
Manufacturer’s reference: SB_RDC_2023_02	                      SRN number: DE-MF-000006276
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Details on affected devices in the UK

The impacted diabetes managers will have firmware of 20.33 or 20.55. To check the firmware of your device, 
please follow the steps below. This is also outlined in Chapter 11 of your manual (System Information):

Main menu > Settings > System information

 

1. From the Main menu tap 
Settings, then tap System 
information

2. Scroll the display upwards 
to see the Diabetes manager 
firmware version

Actions taken by Roche Diabetes Care 

Roche Diabetes Care has conducted an in-depth evaluation of the issue and is working on making a software update 
available for the Accu-Chek Solo diabetes manager that incorporates the quality improvements made to mitigate 
the issue outlined in this communication as soon as possible. Until the updated software becomes available, we have 
amended our handling instructions for the Accu-Chek Solo system so users are informed of the potential data display 
issue related to the bolus data screen of the diabetes manager and only refer to the correct data shown in the main 
logbook. 

Actions to be taken by users of the Accu-Chek Solo system

Please acknowledge this communication by 30th June 2023. You can do this by calling our insulin pump Careline 
or visiting our website: www.accu-chek.co.uk/firmware

	› If you have recently received an Accu-Chek Guide Solo diabetes manager you will be impacted by this notice

	› To see if your Accu-Chek Aviva Solo diabetes manager is affected, please follow the steps outlined above to 
determine its firmware version

	› If you have an impacted diabetes manager please only refer to the main logbook screen on your Accu-Chek Solo 
diabetes manager to review your (bolus) data and follow the handling instructions provided as an attachment to 
this letter on how to obtain historical bolus information (Appendix A)

Please be assured that this issue only affects the data displayed on the bolus data screen of the Accu-Chek Solo 
diabetes manager. All other data displayed and processed e.g. for the use of the Bolus Advisor is correct and safe to 
use.
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Communication of this Field Safety Notice

Your national competent authority and healthcare professionals have been informed about this field action. We 
sincerely apologise for any inconvenience this may cause and hope for your understanding and cooperation. Please 
call our insulin pump Careline on 0800 731 2291*, option 1 (available 8:30 - 17:00, Monday - Friday, excluding bank 
holidays), if you need any additional advice or have any further questions or concerns related to this issue or on 
how to handle the Accu-Chek Solo micropump system. We appreciate your time and attention to this important 
notification.

Yours sincerely,  
Roche Diabetes Care
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I don’t use the “Bolus data” screen, where 
the incorrect bolus data is shown, how do I 
access it?

There are two ways to reach the “Bolus data” screen. 
The first is: Menu > My data > System events > Bolus 
data

The second way is via the swipe down information 
screen. Whilst the information regarding the “Last 
bolus” is correct, if you tap on this entry it will take you 
directly to the “Bolus data” screen 

How do I access the “logbook”, which 
shows the correct bolus data?

Main menu > My data > Logbook

Is it just the “bolus data” screen that 
shows incorrect readings after 256 
entries? What about the home screen 
(status screen), the bolus advice screen 
and the information swipedown screen?

The status screen, bolus advice screen and the 
information swipedown screen all show the bolus 
data correctly, and the bolus advice and delivery both 
function correctly. Data synchonrisation (for example, 
with a PC) also works correctly. It is only the “bolus 
data” screen which shows incorrect readings after 256 
entries. 

Status screen: 
correct bolus data shown

Bolus advice screen:  
correct bolus data shown

 

Information swipe down screen:  
correct bolus data shown however if you tap on the 
“Last bolus” you will be taken straight to the “Bolus 
data” screen, so please do not take this step

 

 
Bolus data screen:  
incorrect bolus data shown

 

 
 

After 256 entries, will the micropump be 
delivering the incorrect amount of insulin?

It is important to note that the main logbook screen 
shows all data correctly, and the bolus advice and 
delivery both function correctly while accurately 
considering the active insulin. However, the wrongly 
displayed data on the bolus data screen could 
potentially be misinterpreted by the user, which is why 
we have issued this Field Safety Corrective Action and 
are advising the user to check the log book for the 
correct bolus information, rather than relying on the 
bolus screen itself. It is also important to not make 
therapy decisions (for example, delivery of a meal bolus 
or correction bolus) based on the information shown on 
the “Bolus data” screen.

Frequently asked questions
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I received a communication from you 
recently saying you are going to upgrade 
my diabetes manager from one with an 
Aviva test strip to one with a Guide test 
strip. I haven’t yet needed a new pump 
base nor new diabetes manager so haven’t 
upgraded yet. However if I need to do 
this swap before the software bug fix is 
available, can I delay the swap until after 
the software with the bug fix is available?

We are continuing swapping our patients from the  
Accu-Chek Aviva Solo diabetes manager to the  
Accu-Chek Guide Solo diabetes manager. The Accu-Chek 
Guide Solo diabetes manager offers the advantages 
of the Accu-Chek Guide test strips (spill-resistant 
SmartPack®, ease of blood application). Furthermore, 
the Accu-Chek Guide Solo diabetes manager also comes 
with a new software version that enables a more stable 
connection between the diabetes manager and the 
micropump.

Approximately how long does it take for 
me to generate 256 bolus entries?

We estimate this to be approximately 2 months’ worth of 
bolus entries (based on approximately 4 bolus entries 
per day), but this will vary patient to patient.

What happens when I get a new pump 
base - will the information shown on the 
bolus screen be correct?

Yes - when you pair a new pump base to your diabetes 
manager, approximately every 6 months, the bolus 
entries will reset to 0, and the issue outlined in this Field 
Safety Corrective Action will only become apparent 
again after another 256 bolus entries.

*Some mobile phone operators may charge or restrict access for calls to this number. 

© 2023 Roche Diabetes Care Limited. All rights reserved. 

ACCU-CHEK, ACCU-CHEK AVIVA SOLO, ACCU-CHEK GUIDE SOLO and ACCU-CHEK SOLO are trademarks of Roche.  

All other trademarks are the property of their respective owners.  

Roche Diabetes Care Limited, Charles Avenue, Burgess Hill, RH159RY, UK.  

Company registration number: 9055599.  
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www.accu-chek.co.uk   
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Appendix A

E Display error on Bolus data screen

The Bolus data screen (B) contains an error that may cause incorrect bolus data to be displayed. 

Please note that this is a pure display issue:

• The Logbook screen (A) displays all data correctly.

• All programmed boluses are delivered correctly.

• The bolus advice feature works correctly and considers the active insulin correctly.

• Data synchronization (for example, with a PC) works correctly.

What to do?

 Always use the Logbook screen (A) to review your past bolus data:  
Tap Main menu > My data > Logbook to access the Logbook.

 If in doubt, use bolus advice to deliver a bolus.

 Do not refer to the Bolus data screen (B) for information purposes.

 Do not make therapy decisions (for example, delivery of a meal bolus or correction bolus) 
based on the data of the Bolus data screen (B).

 A  B

E

DIABETES MANAGER
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d Displayfejl på skærmen Bolusdata

Skærmen Bolusdata (B) indeholder en fejl, som kan medføre, at der vises forkerte bolusdata. 

Bemærk, at dette udelukkende er et displayproblem:

• Skærmen Logbog (A) viser alle data korrekt.

• Alle programmerede boli bliver tilført korrekt.

• Funktionen Bolusråd fungerer korrekt og tager korrekt højde for det aktive insulin.

• Synkroniseringen af data (f.eks. med en pc) fungerer korrekt.

Hvad skal du gøre?

 Brug altid skærmen Logbog (A) til at gennemgå dine tidligere bolusdata:  
Tryk på Hovedmenu > Mine data > Logbog for at få adgang til logbogen.

 Hvis du er i tvivl, skal du bruge funktionen Bolusråd til at tilføre en bolus.

 Skærmen Bolusdata (B) må ikke anvendes til informationsformål.

 Træf ikke beslutninger vedrørende behandling (f.eks. tilførsel af en måltidsbolus eller 
korrektionsbolus) på baggrund af dataene på skærmen Bolusdata (B).

n Visningsfeil på skjermen Bolusdata

Skjermen Bolusdata (B) inneholder en feil som kan føre til at det vises feil bolusdata. 

Vi gjør oppmerksom på at dette er en ren visningsfeil:

• Skjermen Loggbok (A) viser alle dataene riktig.

• Alle programmerte boluser tilføres som de skal.

• Funksjonen for bolusråd virker som den skal og vurderer aktivt insulin riktig.

• Datasynkronisering (f.eks. med en PC) virker på riktig måte.

Hva skal du gjøre?

 Alltid bruke skjermen Loggbok (A) når du skal gjennomgå tidligere bolusdata:  
Trykk på Hovedmeny > Mine data > Loggbok for å åpne Loggbok.

 Hvis du er usikker, kan du bruke bolusråd for å tilføre en bolus.

 Ikke bruk skjermen Bolusdata (B) for å få informasjon.

 Ikke ta behandlingsbeslutninger (f.eks. tilføre en måltidsbolus eller korreksjonsbolus) basert på 
data fra skjermen Bolusdata (B).

V Visningsfel på skärmen Bolusdata

Skärmen Bolusdata (B) innehåller ett fel som kan orsaka att felaktiga bolusdata visas. 

Observera att detta endast är ett rent visningsproblem:

• På skärmen Loggbok (A) visas alla data korrekt.

• Alla programmerade bolusdoser tillförs korrekt.

• Funktionen Bolusråd fungerar som den ska och tar hänsyn till aktivt insulin korrekt.

• Datasynkronisering (t.ex. med en dator) fungerar korrekt.

Så här ska du göra:

 Använd alltid skärmen Loggbok (A) för att granska tidigare bolusdata:  
Tryck på Huvudmeny > Mina data > Loggbok för att komma till Loggbok.

ACCU‑CHEK and ACCU‑CHEK SOLO are trademarks of Roche.

© 2023 Roche Diabetes Care

M  Roche Diabetes Care GmbH
Sandhofer Strasse 116  
68305 Mannheim, Germany  
www.accu‑chek.com

A P B O  Använd funktionen Bolusråd för att tillföra en bolus om du är osäker.

 Använd inte skärmen Bolusdata (B) i informationssyfte.

 Ta inga behandlingsbeslut (t.ex. att tillföra en måltidsbolus eller korrigeringsbolus) baserat på 
data från skärmen Bolusdata (B).

f Bolustiedot-näytön näyttövirhe

Bolustiedot‑näytössä (B) on virhe, joka saattaa aiheuttaa virheellisten bolustietojen näkymisen. 

Huomaa, että virhe esiintyy vain bolusnäytössä:

• kaikki tiedot näkyvät oikein Lokikirja‑näytössä (A).
• Kaikki ohjelmoidut bolukset annostellaan oikein.
• Bolusehdotustoiminto toimii ja ottaa huomioon aktiivisen insuliinin oikein.
• Myös tietojen synkronointi (esimerkiksi tietokoneen kanssa) toimii oikein.

Miten toimin?

 Tarkastele aiempia bolustietoja aina Lokikirja‑näytössä (A):  
Avaa lokikirja napauttamalla kohtaa Päävalikko > Omat tiedot > Lokikirja.

 Jos olet epävarma, annostele bolus bolusehdotuksen avulla.

 Älä tarkista tietoja Bolustiedot‑näytöstä (B).

 Älä tee hoitopäätöksiä (esimerkiksi ateriaboluksen tai korjaavan boluksen annostelua) 
Bolustiedot‑näytön (B) tietojen perusteella.

p Błąd wyświetlania na ekranie Dane bolusa

Ekran Dane bolusa (B) zawiera błąd, który może powodować wyświetlanie błędnych danych 
bolusa. 

Należy zauważyć, że jest to problem dotyczący wyłącznie wyświetlania:

• Ekran Rejestr (A) wyświetla wszystkie dane prawidłowo.
• Wszystkie zaprogramowane bolusy są podawane prawidłowo.
• Funkcja dotycząca zalecenia bolusa działa prawidłowo oraz prawidłowo uwzględnia insulinę

aktywną.
• Synchronizacja danych (na przykład z PC) działa prawidłowo.

Co zrobić?

 Aby przeglądać wcześniejsze dane bolusa, używaj zawsze ekranu Rejestr (A):  
Aby uzyskać dostęp do ekranu Rejestr, naciśnij Menu główne > Moje dane > Rejestr.

 W razie wątpliwości zastosuj zalecenie bolusa, aby go podać.

 W celu uzyskania informacji nie sprawdzaj ekranu Dane bolusa (B).

 Nie podejmuj decyzji dotyczących leczenia (na przykład dotyczących podawania bolusa 
posiłkowego lub bolusa korygującego) na podstawie danych zawartych na ekranie Dane 
bolusa (B).

C Zobrazení chyby na obrazovce s údaji bolusu

Obrazovka Údaje bolusu (B) obsahuje chybu, která může způsobit zobrazení nesprávných dat 
bolusu. 

Vezměte prosím na vědomí, že se jedná výhradně o problém se zobrazením:

• Na obrazovce Deník (A) se všechna data zobrazují správně.
• Všechny naprogramované bolusy jsou podány správně.
• Funkce doporučení bolusu funguje správně a správně zohledňuje aktivní inzulín.
• Synchronizace dat (například s počítačem) funguje správně.

Co je třeba udělat?

 K zobrazení starších údajů bolusu vždy používejte obrazovku Deník (A).  
Klepnutím na Hlavní menu > Moje údaje > Deník otevřete obrazovku Deník.

 V případě pochybností použijte k podání bolusu doporučení bolusu.

 Nepoužívejte obrazovku Údaje bolusu (B) k získání informací.

 Neprovádějte rozhodnutí o léčbě (například o podání bolusu k jídlu nebo korekčního bolusu) na 
základě informací z obrazovky Údaje bolusu (B)

أ P ب O

A خطأ في العرض على شاشة بيانات جرعة الأنسولين

شاشة بيانات جرعة الأنسولين )ب( تحتوي على خطأ قد يتسبب في عرض بيانات جرعة 
أنسولين غير صحيحة. 

يرُجى ملاحظة أن هذه مشكلة خاصة بالعرض تمامًا:

تعرض شاشة السجل اليومي )أ( جميع البيانات بشكل صحيح.	 

يتم إعطاء جرعات الأنسولين المبرمجة بشكل صحيح.	 

تعمل ميزة استشارة جرعة الأنسولين بشكل صحيح وتراعي الأنسولين النشط بشكل 	 
صحيح.

تعمل مزامنة البيانات )على سبيل المثال، مع جهاز كمبيوتر( بشكل صحيح.	 

ما الذي ينبغي فعله؟

 استخدم شاشة السجل اليومي )أ( دائمًا لمراجعة بيانات جرعة الأنسولين السابقة: 
انقر على القائمة الرئيسية < بياناتي < السجل اليومي للوصول إلى السجل اليومي.

 إذا ساورك شك، فاستخدم ميزة استشارة جرعة الأنسولين لإعطاء الجرعة.

 لا ترجع إلى شاشة بيانات جرعة الأنسولين )ب( لأغراض الحصول على معلومات.

 لا تتخذ قرارات علاجية )على سبيل المثال، إعطاء جرعة الأنسولين الخاصة بالوجبة أو 
جرعة الأنسولين التصحيحية( بناءً على شاشة بيانات جرعة الأنسولين )ب(.

vio_1000060480_A.indd   2vio_1000060480_A.indd   2 23.05.2023   09:02:0723.05.2023   09:02:07

Last update: 2023‑05    10060409001


