Drug sterility is maintained in Luer Lock (LL) syringes ﬁtted
with Tevadaptor syringe adaptor lock (SAL) according to NHS
yellow cover document (YCD) syringe integrity standards.
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Introduction

Pharmacy technical services aseptically compound chemotherapy drugs
within syringes as ﬁnal container systems for use in dose banding. Syringe
integrity must be demonstrated using the syringe and sterile blind hub as
container/closure system in accordance with NHS yellow cover document
(YCD) requirements [1]. With the increasing use of closed system transfer
devices (CSTDs) for preparation and administration of hazardous drugs (HDs)
there is great interest in syringes ﬁtted with CSTD syringe adaptor as
replacement of the sterile blind hub for the closure of the syringe.

Tevadaptor syringe adaptor lock (SAL) as the terminal end closure device for
a range of luer lock (LL) syringes in accordance with the NHS yellow cover
document syringe integrity test 2nd edition 2013 [1].
Testing was performed using three sizes of luer lock (LL) syringe (1mL, 20mL
and 50mL) as container systems in combination with the Tevadaptor syringe
adaptor lock (SAL) (n=20) covering the most commonly used sizes of syringe
used for dose banded product storage.

The objective of this study was to conduct syringe integrity testing using

The microbiological (Method 1, partial immersion) and physical (Method 3)
challenges were applied as described in the YCD with some modiﬁcations [1].

Experimental set up: Microbiological apparatus

Physical dye intrusion test

Figure 2. Figure showing the Tevadaptor syringe adaptor lock (SAL) devices
subjected to the physical dye intrusion test with MB dye.

Results:
Figure 1. Tevadaptor ﬁtted to 50mL BD syringes and immersed in the tank
containing culture media.

Methodology

Figure 3. Microbiological integrity test results for test (lower) and control
(upper) from left to right: 1mL, 20mL and 50mL syringes.

Figure 4. 50mL physical dye intrusion test (lower) versus the 50mL positive
control (upper). Presence of MB dye in the positive control syringe only.

Discussion

Conclusions
Tevadaptor SAL is the ﬁrst closed system transfer device (CSTD) to be
tested in combination with luer lock syringes as a ﬁnal container system
for cytotoxic drugs and passes the acceptance criteria of the 2013 NHS QA
yellow cover document for syringe integrity testing by both physical and
microbiological methods [1].

References

Acknowledgement

[1] NHS Pharmaceutical Quality Assurance Committee 2013. Protocols for the
integrity testing of syringes. Yellow cover document (YCD) 2nd edition April 2013.

The authors wish to thank Teva Medical (IL) for
providing a research grant to support the study.

Get in touch info@biopharmatesting.co.uk | sales@biopharmatesting.co.uk | www.biopharmatesting.co.uk
Biopharma Stability Testing Laboratory Limited, BioCity Nottingham, Pennyfoot Street, Nottingham NG1 1GF

