
accufuser committee Order code: V01117

This pack contains the following items:

Type: FORM 

 

Title: Stability Data Sheet – 18-hour “in-use” Stability of 

Ceftazidime solution for injection in Accufuser (Vygon) 

 

BioCity Nottingham, Pennyfoot Street, 

Nottingham, NG1 1GF 

Effective 

date: 

10Oct2019 

Document Number: 

2019Oct10 BSTL SS Accufuser_Ceftazidime 

CPT090MCA_v01.docx 

Version: 01 

Issued by QA Doc Control Date: 10Oct2019 Signature: 
 Alan-Shaun Wilkinson (ASW) 

 

Commercial in Confidence BSTL Ltd UK – All rights reserved. No part of this document may be 

reproduced, stored in any retrieval system of any nature or transmitted in any form or by any means whether 

electronic, mechanical, photocopying, and recording or otherwise without the prior written permission of BSTL. 

The contents of this document are for dissemination by Vygon under agreement with BSTL. 

Page 1 of 3 

Author: ASW Date: 10Oct2019 Approver

: 
 

Date: 10Oct2019 Implementation 

Date: 
10Oct2019 

 

Page 1 of 2 

 

Title: Biopharma Stability Testing Laboratory Ltd Drug Stability Data Sheet 

Drug: Ceftazidime solutions for injection reconstituted and diluted in 0.9% w/v saline at 12.5mg/mL (3g) to 

25mg/mL (6g) in Accufuser device (Version 01 Effective as of 10Oct2019) – 18-hour infusor. 

 

Container Drug 

Concentration 

range (mg/mL) 

Diluent (used for drug reconstitution 

and dilution in to device) 

Shelf-life at 

room 

temperature 

Administration 

period tested at 

32oC 

Reference 

Accufuser 

elastomeric 

pump 

(240mL) 

12.5mg/mL (3g) 

to 25mg/mL 

(6g) 

Reconstitute and dilute using 0.9% 

w/v saline. Total volume 240mls. All 

Ceftazidime Solutions for injection to 

be administered immediately 

following reconstitution and 

compounding into final container. 

NA 18-hours 1, 2, 4 

 

Details of Preparation: 

 

First each drug vial of Ceftazidime pentahydrate should be reconstituted using the 0.9% w/v saline and not 

WFI as stated in the manufacturer’s instructions for use (IFU). The volume of diluent should remain the same 

as in the IFU. Following reconstitution, all drug vials plus additional 0.9% w/v saline needed to make up to 

final fill volume of 240mLs (same diluent as used for drug reconstitution) should be added to Accufuser 

(Vygon, UK). 

 

Note: It is important that the fill volume is 240mLs and the flow rate is set to 13.33mL/hour to provide an 

18-hour continuous infusion of required dosage of Ceftazidime, either: (1) 3grams in 18-hours or (2) 6 grams 

in 18-hours. 
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Title: Biopharma Stability Testing Laboratory Ltd Drug Stability Data Sheet 

Drug: Piperacillin/ tazoactam (generic Tazocin) in Accufuser device (Version 01 Effective as of 10Jan2018) 

 

Container Drug 

Concentration 

range (mg/mL) 

Diluent Shelf-life at 

2-8oC 

Administration 

period tested at 

32oC 

Reference 

Accufuser 

elastomeric 

pump (300mL) 

11.25mg/mL 

(LOW) to 

90mg/mL 

(HIGH) 

0.3% w/v citrate buffered saline pH 

7.0 (diluted from 4.5% w/v citrate 

buffered saline as supplied by 

Royal Free Hospital, SOD40/11)) 

13 Days 24 hours 1, 2 

 

Other Information:  

Once filled, protect from light (PFL). Piperacillin/ tazobactam (generic Tazocin) storage shelf-life will be limited to a 

maximum of 14 days PFL at 2-8oC when the drug is reconstituted and diluted using 0.3% w/v citrate buffered saline pH 

7.0 including a 24 hour infusion period. Testing covers the administration period of 24 hours (32oC) with no additional 

storage and a warm up period of 5 hours for the Accufuser device when removed from the refrigerator following 

storage. 

 

Prepared by: Alan-Shaun Wilkinson Signature and Date (dd-Month-YYYY) 

Approved by: Professor Mike Allwood (MCA) 

 

Date: 10Jan2018 

References: 

1. Rep_Study163_01. BSTL stability study report for assessment of stability of piperacillin/ tazobactam (generic 

Tazocin) at 90mg/ml and 11.25mg/ml when reconstituted and diluted using 0.3% w/v citrate buffered saline pH 7.0  

in Accufuser ambulatory devices and stored for up to 14 days 2-8oC protected from light (PFL) including a 5 hour 

warm up from refrigerator period at ambient and 24 hours administration at 32oC. 

2. NHS Pharmaceutical Quality Assurance Committee, “A Standard Protocol for Deriving the Chemical Stability of 

Aseptic Preparations”, Version 4, April 2017 
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Accufuser® Filling Guide
(Using Standard-ANTT in Prep Room)

Read the product packaging carefully and confirm the pumps’ specifications, 
reservoir volume and flow rate are correct for the intended therapy

Red number =  
Critical step

Clean Hands

with alcohol hand rub or 
soap and water

Apply Non-sterilised 

Gloves

Clean Tray

as per local policy - creating a 
General Aseptic Field; whilst 
it dries…

Clean Hands

with alcohol hand rub or 
soap and water

1

9

42

Gather Equipment

and place around the tray

3

Open and Prepare 

Equipment

protecting Key-Parts with non-
touch technique (NTT) and Micro 
Critical Aseptic Fields (MCAF’s)

Remove Luer Cap

from Accufuser filling port 
protecting it with a MCAF 
and NTT

Fill the Accufuser

by connecting the syringe to 
the lure filling port to empty 
all the pre mixed syringes into 
the Accufuser.

Replace Luer Cap 

using NTT when finished filling 
the medication reservoir to 
the prescribed filling volume

5

Reconstitute Drugs

reconstitute your drug vials using 
0.3% Buffered Saline using NTT 
-  as per your local protocol

6 7

10 11

Preparation Zone

12 13

Remove Gloves

then immediately...

Clean Hands

with alcohol hand rub or soap 
and water and 
proceed to patient

8

Premix Syringes

for optimal mixing, further dilute the drug vial contents into 50 ml syringes with the 0.3% Buffered 
Saline (NOTE: ensure each drug vial is divided up in between syringes to ensure optimal mixing of 
the drug). Continue to fill 50 ml syringes until desired complete volume is reached. Always refer to 
your pharmacy drug protocols for concentrations and volumes.

accufuser  
Standard ANTT 
A5 Leaflet 
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Desferoxmaine mesylate (Desferal) in Accufuser reconstituted 

and diluted in water for injection (WFI) (2-7 days administration). 

BioCity Nottingham, Pennyfoot Street, 

Nottingham, NG1 1GF 

Effective 

date: 

10Jan2018 

Document Number: 

CPT050 10Jan2018 BSTL SS Vygon Accufuser_Desferoxamine 

ASWv01.docx 

Version: 01 

Issued by QA Doc Control Date: 10Jan2018 Signature: 
 Alan-Shaun Wilkinson (ASW) 

 

Commercial in Confidence BSTL Ltd UK – All rights reserved. No part of this document may be 

reproduced, stored in any retrieval system of any nature or transmitted in any form or by any means whether 

electronic, mechanical, photocopying, and recording or otherwise without the prior written permission of 

BSTL. The contents of this document are for dissemination by Vygon under agreement with BSTL. 

Page 1 of 1 

Author: ASW Date 10Jan2018 Approver 

 

Date: 10Jan2018 Implementation Date: 10Jan2018 

 

 

Title: Biopharma Stability Testing Laboratory Ltd Drug Stability Data Sheet 

Drug: Desferoxamine mesylate (Desferal) in Accufuser device (Version 01 Effective as of 10Jan2018) 

 

Container: Accufuser (Vygon 

UK) 

Infusion period (total shelf life incl administration, days) Parity of stability 

data to Infusor 

Concentration 

range (mg/mL)    

Storage 

temperature     

Up to 24 

hours 

1-2 days 2-5 days 5-7 days  

5-160 mg/ml             2-8oC                  34+1 (35)          33+2 (35)       30+5 (35)            18+7 (25) YES 

161-200mg/ml        2-8oC                  34+1 (35)          33+2 (35)       30+5 (35)            NA YES 

 

Other Information:  

After filling Accufuser, protect from light (PFL). Desferoxamine mesylate storage shelf-life will be limited to a maximum 

of 35 days PFL at 2-8oC when the drug is reconstituted and diluted using WFI including a two to seven day infusion 

period. Testing covers the warm up period of 6 hours at ambient and administration period of two to seven days (32oC) 

for the Accufuser device. Maximum storage shelf life at2-8oC is dependent upon administration time required. 

 

Prepared by: Alan-Shaun Wilkinson Signature and Date (dd-Month-YYYY) 

Approved by: Professor Mike Allwood (MCA) 

 

Date: 10Jan2018 

References: 

1. Rep_Study172_01. BSTL stability study report for assessment of stability of Desferoxamine mesylate (Desferal) at 

5mg/ml and 160mg/ml when reconstituted and diluted using WFI in Accufuser ambulatory devices and stored for 

up to 35 days 2-8oC protected from light (PFL) including a 6 hour warm up from refrigerator period at ambient and 

between two and seven days administration at 32oC. 

2. NHS Pharmaceutical Quality Assurance Committee, “A Standard Protocol for Deriving the Chemical Stability of 

Aseptic Preparations”, Version 4, April 2017 

Desferoxamine 
accufuser A4 
Article V01135v1
x1 off

www.vygon.co.uk

M ID  &  LO
N

G
 T

E
R
M

 V
A

S
C

U
L
A

R
 A

C
C

E
S

S

INTRAVASCULAR THERAPIES

Accufuser ®

COMPETENCY CHECKLIST

accufuser  
A5 Competency 
Checklist 
V00129v1 x1 off

Oxford University Hospitals 

 
 

Procedure for the use of Accufuser® Elastomeric Device 
Template 
Version 1 – August 2018 
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Procedure for the Use of Accufuser Elastomeric Device in Adults 

 

Category: Procedure  

Summary: 
Procedure for the preparation and administration of antimicrobials 
in an Accufuser device 

Equality Analysis 
undertaken: 

August 2018 

Valid From: August 2018 

Date of Next Review: August 2021 

Approval Date/ Via: 
MAPSS 
MMTC 

Distribution: To all clinical staff within the OUHFT 

Related Documents: 

Medicines Policy and related SOPs 
Prescribing, Preparation,Administration of Injectables in the 
Clinical Area  
Patient Identification Policy 
Intravascular Devices in Adults: Guidelines for Management and 
Aftercare 
Infection Control Policy 
Prevention and Management of Sharps & Splash Injuries 
Procedure 
Medical Devices Policy 
General Guidelines for Perscribing  
 

Author(s): 
Lead Pharmacist Ambulatory Care 
Lead Nurse for Medicine Managment and Safety 

Further Information: Lead Pharmacist Ambulatory Care 

This Document replaces: New document 

 
Lead Director: Medical Director 
Issue Date:  August 2018 

 

Use of accufuser 
A4 SOP  
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Accufuser® Filling Guide
(Using Surgical-ANTT in Prep Room)

Read the product packaging carefully and confirm the pumps’ specifications, 
reservoir volume and flow rate are correct for the intended therapy

Red number =  
Critical step

Preparation Zone

Clean Hands

with alcohol hand rub or 
soap and water

Apply Sterilised 

Gloves

using closed gloved technique 

Clean Working 

Surface as per local policy

Clean Hands 
with alcohol hand rub or 
soap and water

Open Sterilized 

Drape

creating a Critical Aseptic 
Field

7

421

5

Gather Equipment

3

Open Equipment

onto the Critical Aseptic 
Field, using a non-touch 
technique (NTT) protecting 
Key-Parts

6

Reconstitute Drugs

reconstitute your drug vials 
using 0.3% Buffered Saline 
using NTT -  as per your 
local protocol

9

8

Prepare Equipment

protecting Key-Parts with 
non-touch technique (NTT) 
and Micro Critical Aseptic 
Fields (MCAF’s)

11

Remove Luer Cap

from the Accufuser filling 
port protecting it by placing 
on the Critical Aseptic Field 
and using NTT

12

Fill the Accufuser

by connecting the syringe to 
the lure filling port to empty 
all the premixed syringes into 
the Accufuser.

13

Replace Luer Cap

using NTT when finished 
filling the medication 
reservoir to the prescribed 
filling volume

14 15

10

Premix Syringes

for optimal mixing, further dilute the drug vial contents into 50ml 
syringes with the 0.3% Buffered Saline (NOTE: ensure each drug 
vial is divided up in between syringes to ensure optimal mixing 
of the drug). Continue to fill 50ml syringes until desired complete 
volume is reached. Always refer to your pharmacy drug protocols 
for concentrations and volumes.

Remove Gloves

then immediately...

Clean Hands

with alcohol hand rub or 
soap and water and 
proceed to patient

accufuser  
Surgical ANTT  
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Title: Biopharma Stability Testing Laboratory Ltd Drug Stability Data Sheet 

Drug: Fluxlocacillin in Accufuser device (Version 01 Effective as of 14JULY2017) 

 

Container Drug 

Concentration 

range (mg/mL) 

Diluent Shelf-life at 

2-8
o
C 

Administration 

period tested at 

32
o
C 

Reference 

Accufuser 

elastomeric 

pump (300mL) 

10mg/mL to 

50mg/mL 

Buffered Saline 0.3%. 0.9% 

Buffered saline (buffered using 

5.25% Citrate Buffer) pH 6.5 to 7.5 

(Specials).Label code 

RP653G.(G0155 DQM362A Preston 

Pharmaceuticals, UK) 

13+1 Days 24 hours 1, 2, 3 

 

Other Information:  

Protect infusor from light. Flucloxacillin shelf-life will be limited to a maximum of 14 days when stored at 2-8
o
C 

protected from light (PFL) 

 

Prepared by: Alan-Shaun Wilkinson Signature and Date (dd-Month-YYYY) 

Approved by: Professor Mike Allwood (MCA) 

 

Date: 14JULY2017 

References: 

1. Study13_Report_Ver01. BSTL internal stability report for assessment of extended shelf-life of Flucloxacillin up to 14 

days when buffered using Citrate buffer 0.3% w/w in normal saline pH 6.5-7.5 in the Vygon Accufuser container. 

2. NHS Pharmaceutical Quality Assurance Committee, “A Standard Protocol for Deriving the Chemical Stability of 

Aseptic Preparations”, Version 3, December,2015 

3. Specification sheet for Buffered Saline from Preston Pharmaceuticals in the UK. “PPSpec Buff Sodium Chloride 0.9% 

DQM362A G0155” 
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