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Introduction

The emergence of nurses filling elastomeric devices in the community has
developed, to overcome the issues regarding aseptic unit capacity and drug
stability.

One of the concerns over this process, commonly known as “fresh-fill”, is the
risk of microbial contamination.

The risk of microbial contamination is deemed greater for elastomeric devices
due to the prolonged infusion times (can be up to 24 hours), complex
preparations and near body temperature.

NHS!

@ Building healthier lives University Hospitals Birmingham

NHS Foundation Trust



Aim

To determine whether the preparation of BBraun® Easypump |l
elastomeric devices, using Chemfort ® closed system transfer devices

(CSTDs), In a non-sterile, uncontrolled area, reduces the risk of
microbial contamination
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Objectives

* To determine whether the preparation of BBraun® Easypump Il
elastomeric devices, using Chemfort ® CSTDs, In a non-sterile,
uncontrolled area, remain free from microbial contamination

* To determine whether the preparation of BBraun® Easypump |l
elastomeric devices, using needles, in a non-sterile,
uncontrolled area, remain free from microbial contamination.
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Method

« 23 Infusors prepared with
CSTDs

« 23 Infusors prepared with
needles

e 8 operators

« 3 infusor devices

« 3 preparation locations

 Incubated at 32°C for 7
days before shipping to
QC North West for
Incubation
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Number Device Type Uncontrolled Area
2 Easypump Il ST 250-1-S Office 2
2 Easypump Il LT 270-27-S Staff Room
2 Easypump Il LT 270-54-S Office 1
3 Easypump Il ST 250-1-S Office 1
3 Easypump Il LT 270-27-S Office 2
3 Easypump Il LT 270-54-S Staff Room
4 Easypump Il ST 250-1-S Staff Room
4 Easypump Il LT 270-27-S Office 1
4 Easypump Il LT 270-54-S Office 2
5 Easypump Il ST 250-1-S Office 2
5 Easypump Il LT 270-27-S Staff Room
6 Easypump Il ST 250-1-S Office 1
6 Easypump Il LT 270-27-S Office 2
6 Easypump Il LT 270-54-S Staff Room
7 Easypump Il ST 250-1-S Staff Room
7 Easypump Il LT 270-27-S Office 1
7 Easypump Il LT 270-54-S Office 2
8 Easypump Il ST 250-1-S Office 2
8 Easypump Il LT 270-27-S Staff Room
8 Easypump Il LT 270-54-S Office 1
9 Easypump Il ST 250-1-S Office 1
9 Easypump Il LT 270-27-S Office 2
9 Easypump Il LT 270-54-S Staff Room
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Preparation Method

Total 32 manipulation
steps per elastomeric

e
« Operator washed hands evice

* Preparation tray and area wiped with alcohol wipe
 Alcohol hand gel
* Donned gloves and sprayed these with denatured ethanol 70%

« Aseptic non-touch technique
* Needles

 CSTDs used or preparation (vial adaptors added to broth vials bag}ao_la tor
added to WFI bottle, syringe adaptors, luer-lock adaptor added to the infusor)

120ml diluted double strength broth added to infusor
150ml single strength broth added to infusor

Line NOT primed

Settle plates and finger dabs

NHS!

@ Building healthier lives University Hospitals Birmingham

NHS Foundation Trust



Preparation
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Results

e CSTDs = 0 out of 23 elastomeric devices displayed growth (0%)

e Needles =5 out of 23 elastomeric devices displayed growth (22%)

e 5 different operators (1 x nurse, 1 x aseptically trained pharmacy staff, 2 x non-aseptically
trained pharmacy staff)
e 2 preparation locations (4 in staff room and 1 in office 2)

Visual Visual Visual Visual Visual Visual Visual Visual QCNW

Device Number Inspection Inspection Inspection Inspection Inspection Inspection Inspection Inspection Visual
at 17 hours at 29 hours at 48 hours at 72 hours at 96 hours at 120 hours at 144 hours at 161 hours Inspection

MRVP240b-05 No growth No growth No growth No growth No growth Growth Growth Growth Growth
MRVP240b-10 No growth No growth No growth No growth Growth Growth Growth Growth Growth
MRVP240b-14 No growth Growth Growth Growth Growth Growth Growth Growth Growth
MRVP240b-17 No growth No growth Growth Growth Growth Growth Growth Growth Growth
MRVP240b-23 No growth Growth Growth Growth Growth Growth Growth Growth Growth
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Results

Lot ®
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Results

e (CSTDs preparation duration = 40 minutes, 26 minutes, 20 minutes
e Needles preparation duration = 64 minutes, 34 minutes, 22 minutes

e 5 infusors fertility tested all yielded growth

Device Number

Fertility Testing

MRVP240a-07
MRVP240a-13
MRVP240b-04
MRVP240b-11
MRVP240b-24

A brasiliensis - Yielded Growth
B subtilis - Yielded Growth
S aureus - Yielded Growth
C albicans - Yielded Growth

P aeruginosa - Yielded Growth

e Settle plates and finger dabs:

Device Number

Elastomeric Device Species

Species Identified on

Species Identified on

Identification Settle Plate? Finger Dab?
MRVP240b-05 Dermacoccus nishinomiyaensis No No
MRVP240b-10 Kocuria rhizophila Yes Yes
MRVP240b-14 Staphylococcus capitis No No
MRVP240b-17 Dermacoccus nishinomiyaensis No No
MRVP240b-23 Micrococcus luteus No Yes
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Discussion & Conclusion

* Microbial contamination risk when preparing elastomeric devices with
needles in an uncontrolled environment

« Other hospitals that have adopted the “fresh fill” approach for elastomeric devices as
part of the OPAT service have not reported an increase in infections

 Risk of microbial contamination reduced when using Chemfort® CSTDs
« Small sample size

« Microbial contamination risk is REDUCED not ELIMINATED when using Chemfort®
CSTDs

- Still advocate administering injectable medicines immediately (within 30 minutes) and
completing the administration in less than 24 hours
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Discussion & Conclusion

* Need to consider risk of errors in preparation

* Risk assessment of what OPAT elastomeric devices should be
prepared in an aseptic unit and which are suitable for fresh-fill

« Reduction in occupational exposure to antibiotics

« Reduction in hypersensitivity, allergic reactions, resistance, and
anaphylactic shock
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Thank you for Listening
Any Questions?
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