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1. Applicability  

The ATTIRE Sample Collection and Processing Working Practices are to be used as guidance for all 

ATTIRE Trial Team members, phlebotomists and laboratory technicians involved in the collection, 

processing and transfer of ATTIRE blood, urine and stool samples. 

2. Timelines  

These are also detailed in the full ATTIRE protocol for stage 2 (section 6.6, p42) 

Treatment Day 
e.g. 

1 
 

2 
 

3 
 

 4 
 

5 
 

6 
 

7 
 

8 
 

9 
 

10 
 

11 
 

12 
 

13 
 

14 
 

end  f/u (any 
visit) 

Plasma sample 1st     2nd     3rd      f/u if 
possible 

Whole blood 
sample 

Once during Tx period  

Urine 1st     2nd            

Stool Once during Tx period  

Table 1. Example of patient sample collection for a patient that is recruited for ATTIRE.  
Green = Sample should be taken.  
NOTE: the sample can be taken +/- 2days of specified day if no blood sample is scheduled for that day or if patient cannot 
pass urine/stool. 
Note: Patients may be discharged/ considered fit for discharge before the maximum 14 day length of treatment. In this 
case, no treatment samples should be collected. If a patient is discharged prior to collecting all samples this is not a 
deviation. 

3. Blood samples 

3.1. Standard Care Daily Blood Samples 

The standard care daily blood samples are required for the ATTIRE trial. The measures required are: 

Haematology: 
Haemoglobin (g/L) 
White cell count (x109/L) 
Platelets (x109/L) 

 

Coagulation screen: 
International 
Normalisation Ratio 
(INR) 
 

 

Urea & Electrolytes: 

 

Sodium (mmol/L) 
Potassium (mmol/L) 
Urea (mmol/L) 
Creatinine (µmol/L) 
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Liver function: 

 

Albumin (g/L) 
Alanine 
aminotransferase (IU/L 
Alkaline phosphatase 
(IU/L) 
Bilirubin (µmol/L) 

 

 

 
Miscellaneous: 

C-reactive protein (mg/L) 

 

Blood samples should be collected and processed according to hospital procedures. Blood results 

will be transcribed from the medical notes into the CRF by a Research Nurse or delegate.  

3.2. ATTIRE Blood Samples  

Blood samples for the ATTIRE trial will be collected in green top Sodium Heparin tubes (for plasma) 

and a purple top EDTA tube (for whole blood) which will be provided in the site sample collection 

pack, along with 2.0ml cryogenic vials for storage of the plasma.  

GREEN TOP = PLASMA COLLECTION 

PURPLE TOP = WHOLE BLOOD FOR FREEZING 

 

Below is a summary overview of the blood sample collection, processing and storage requirements 

for the ATTIRE trial.  
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Figure 1. An overview of the ATTIRE blood sampling pipeline. CRF=Case Report Form, g = g-force, UCL = University College 

London. 
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3.3. Blood Sample collection and storage  

3.3.1. Plasma samples: day 1,5,10 and follow up  

This sample must be collected in a Green top tube (heparin tube as provided). The phlebotomist or 

ATTIRE site staff should take the samples at the same time as the usual standard of care bloods on 

the days where the additional blood samples are required.  

We do not expect blood samples to be taken unless this is requested as part of the patient’s 

standard care. Plasma samples for storage are required on:  

ü Day 1  

ü Day 5  

ü Day 10  

ü Follow up (either 3 or 6 months) 

If it is not possible to take a sample on these specific days, a sample should be taken as close to these 

days as possible (+/- 2days during the admission period and +/-1month at follow up). 

Samples should be transferred to the laboratory and processed within 4 hours of being taken from 

the patient. The blood sample should be placed in the centrifuge and spun at 1300 G for 10 minutes 

at 20°C. Do not use the brake to stop the centrifuge as this will cause mixing of the separated layers.  

This will produce 3 layers: plasma (top layer, yellow), buffy coat and then erythrocytes. Use a pipette 

to remove 2mls (or as much as possible) of the plasma and pipette into a 2ml Cryogenic vial (more 

than one vial can be used if there is more than 2mls of plasma). Label the vials as appropriate (see 

below).  

All ATTIRE samples must be kept at -80oC.  

See a flow chart in appendix 1 to outline the process for plasma samples. 

3.3.2. Whole blood  (EDTA) sample: Once in the trial treatment period  

A single sample in the purple top EDTA tube (supplied) should be taken once during the trial 

treatment period for all patients. We suggest this is done at the same time as the 1st green top 

sample.  

There is no processing required for the purple top EDTA tubes. They should be placed directly in the 

-80oC freezer as soon as possible but within four hours of collection, inside the EDTA freezer box 

(provided with no dividers) when they reach the laboratory.  

See a flow chart in appendix 2 to outline the process for EDTA blood samples.  

4. Stool Samples: Once during  the trial treatment period  

For patients who have provided additional optional consent a single stool sample is required at any 

time during the patient treatment period. The stool sample can collected and sent for storage in the 

standard collection containers which are used on the hospital ward (an example is shown below). 
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Approximately 1ml of stool should be placed in the orange topped cryovial containing 1ml of 

RNALater (provided). Secure the orange screw cap and then shake the cryovial to mix the stool with 

the RNALater. Label the vial (see below) and then place in the stool/urine freezer box at -80°C.  

See a flow chart in appendix 3 to outline the process for stool samples.  

5. Urine samples : Day 1 and 5 

For all patients who have provided the additional optional consent, two urine samples are required 

on day 1 and day 5 (If it is not possible to collect a sample on these specific days a sample should be 

collected as close to these days as possible (+/- 2 days)). Urine should be collected in a standard 

collection container without preservative (see below)  

 

Pipette the urine with a sterile pipette and place into 2 x 2ml cryovial labelled with trial-specific label 

(a total of 4mls urine stored). Label the vials (see below) and then place in the stool/urine freezer 

box at -80°C. 

See a flow chart in appendix 2 to outline the process for urine samples.  

6. Sample Labels  

All sites will be provided with a blank roll of labels along in the ATTIRE sample collection packs, they 

have been developed to last in very low temperatures. The samples need to be labelled with the 

patient ID, day of treatment and type of sample (as urine and plasma look similar in the vial, as can 

stool and whole blood).  

 

The labels should be marked with trial ID and day number and sample type (P=plasma, U=urine, 

S=stool, WB= Whole Blood), examples: 

BRL-114-01-d1-P  Patient BRL-114-01, Treatment Day 1, Plasma sample 

RFG-192-01-fu3-P Patient RFH-192-01, Follow up (3month), Plasma sample 

BAS-158-02-d5-S  Patient BAS-158-02, Treatment Day 5, Stool sample 

HUL-118-01-d6-U  Patient HUL-118-01, Treatment Day 6, Urine sample 

STS-194-01-d1-WB Patient STS-194-01, Treatment Day 1, Whole blood sample 
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Samples should be labelled prior to sending to the lab and again once when pipetted into cryovials 

(for plasma, urine and stool). The sample number should be added to the sample collection CRF, 

along with other details of collection and initialled and dated for each entry.  

7. Sample Transfer  

Following confirmation from the CCTU, the samples need to be transported to the central laboratory 

at the address below. This will be arranged via city sprint courier on dry ice and you will be given at 

least 1 week notice prior to sample transfer.  

ATTIRE Trial Team 
Gilroy Lab (ground floor) 
Rayne Building 
5 University Street 
London, WC1E 6JF 
 

These need to be sent with the sample storage log (see appendix 4). For any queries please contact 

the CCTU Trial Team at attire@ucl.ac.uk.  

8. Laboratory Requirements  

As no substantial on-site laboratory processing is required for this trial and there will be limited 

monitoring requirements. Several documents should be maintained and will be requested: 

- A QA/accreditation certificate  

- Freezer logs 

- Chain of Custody Documentation (sample storage logs)  

8.1. QA/Accreditation certificate  

Please scan and e-mail a copy of the laboratory’s accreditation certificate to the Trial Team at the 

CCTU (attire@ucl.ac.uk) and store a copy in the ATTIRE Investigator Site File (ISF) section 1.6.  

8.2 Freezer 

All samples must be kept at -80oC in one of the 3 provided cardboard freezer boxes:  

1. For plasma samples 

2. For directly frozen purple top tubes (no divider inside) 

3. For stool and urine samples 

 

An ATTIRE sample storage log (see appendix 4) should be kept to document this over the period in 

which ATTIRE samples are stored on-site. If there are any temperature deviations please inform the 

CCTU Trial Team. Once completed this log should be stored in section 11.7 of the ISF. 
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8.3 Sample Transfer Documentation   

When transferring the samples to UCL the sample storage log for all samples being shipped should 

be sent via email to attire@ucl.ac.uk and a copy should be sent alongside the samples. 
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APPENDICES 

Appendix 1: Plasma processing Flowchart  

 

ATTIRE Sample processing Flowchart 

Plasma removal and storage 

[Day 1, 5 and 10; optionally at follow up] 

Example: BRL-114-01-d1-P 
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Appendix 2: EDTA blood  & Urine  storage flowchart  
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Appendix 3: Stool storage flowchart  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ATTIRE Sample processing Flowchart 

Stool Storage 

[One sample during treatment period] 
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 Appendix 4 : Sample Storage Log 

 

Sample Code Date sample was 
frozen 

Freezer 
location/number 

Comments Initials Date of Transfer to UCL Initials 

       

       

       

       

       

       

       

 


