Wales Kidney Research Tissue Bank SOP- PD effluents

1 INTRODUCTION

In PD patients, infection (peritonitis) remains a major reason for cessation of PD therapy. Peritonitis has a detrimental effect on both short and long term patient outcomes. In the short term acute or severe peritonitis episodes can result in treatment failure (in some cases necessitating a switch to Haemodialysis) or worse outcomes whilst in the long term, recurrent or severe peritonitis leads to thickening (fibrosis) of the peritoneal membrane contributing to alterations in membrane permeability and treatment failure. Registry data suggest that despite improvements in connectology and guidelines-based prescription, outcome data have not improved.

It is becoming increasingly clear that in the early stages of peritonitis, a complex, tightly regulated immune response serves to eradicate the invading pathogen whilst minimising host damage. As our understanding of this multi-faceted process has evolved, it has become more and more apparent that the nature of the infecting pathogen dictates the magnitude and phenotype of the host response. Our early studies suggest that each type of organism triggers a unique response. A better characterisation of this process may eventually identify novel laboratory diagnostics, point of care tests or improved therapies that will impact on clinical outcomes not only in PD but also other infectious diseases.
2 DEFINITIONS

Peritoneal dialysis-PD
Human Tissue Act - HTA
3 HEALTH AND SAFETY / DISEASE CONTROL

All work must be carried out in accordance to NHS and Cardiff University regulations. Wear appropriate clothing and lab coat at all times, wear gloves and wash hands after handling clinical samples. Sterilise infectious materials and equipment prior to ultimate disposal. Work areas/equipment must be cleaned and maintained regularly as well as decontaminated after use using appropriate methods. This helps prevent sample cross-contamination during processing/extraction as well as protect staff handling the material.
4 PERSONNEL TRAINING

Only competent operators are permitted to work without supervision. Persons are deemed competent only when it is stated by the persons training supervisor. 

5 SPECIMEN

Effluents from PD patients, drained during normal exchange of PD fluid. 

6 PROCEDURES

6.1 Fresh samples

A nurse will collect PD effluents from the consented patients as specified in the Wales Kidney Tissue Bank Protocol and Terms of reference v4.1 and Patient Information Sheet v3. All identifiable information will be removed and a study ID number/tissue bank number will be allocated and added to the samples. The researcher will then be contacted to collect the anonymised sample. Once in the laboratory, researchers will process the samples for further analysis. There is no additional risk for the tissue when distributed fresh rather than frozen.

6.2 Frozen samples

Following processing of the PD effluents as indicated in PERIT-PD protocol v3.0, samples will be stored at -80oC in freezers dedicated to the tissue bank. They will be released to researcher following application to the tissue bank, review by the tissue bank governance committee and approval of the research project as detailed in the Wales Kidney Tissue Bank Protocol and Terms of reference v4.1. 

6.3 Clinical data collection

If clinical data is required, either clinical staff or a member of the study with a research passport will retrieve it. No identifiable patient data will be released at any point in the process to samples recipients.
7 Records Management

All samples location and history will be recorded in an electronic file, part of the Tissue Bank record.
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