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Summary of changes from previous version 

Besides minor changes to the text in the laboratory manual, following have been changed in the new version: 

- Section 10.3.2 Transport instructions has been updated  
- Pictures in section 10.1.1 and 10.3.1 Packing of study samples have been updated 
- Study visits should take place preferably on Tuesdays or Wednesdays for sites outside Denmark. A study 

visit can take place a Monday if not at all possible for the participant to come in Tuesday or Wednesday. 

This is due to transport of the transport material since this must be shipped from Denmark the day before 

the study visit. If the study visit take place on a Monday, the transport material must be shipped from 

Denmark Friday the week before, which is not ideal for the temperature elements. 
- Courier contact information has been deleted, since sponsor is the one booking the transport for the 

samples that must arrive to Copenhagen within 24 hours. 

  



 

PreVent-ACaLL_Laboratory Manual_sites_Version 4.0_2023Mar01 4 

 

1 Introduction 
The purpose of this laboratory manual is to outline the procedures that will be undertaken at sites for the 

collection and transport of study samples for the PreVent-ACaLL study.  

This Laboratory Manual must be used alongside the current version of the PreVent-ACaLL study protocol. 

This document ONLY covers the sample collection aspects of the protocol. The manual will be updated 

throughout the course of the trial if amendments become necessary. 

The PreVent-ACaLL study collects biological material from CLL patients with increased risk of infections 

and/or CLL treatment. Participants have consented to have biological material collected. 

At following time points: baseline/screening, 12 weeks after C1D1 (EOT) and 24 weeks after C1D1 we ask for 

bone marrow aspiration, peripheral blood, saliva, feces, skin swabs and buccal swab (baseline/screening 

only).  

At following time points: C1D8 (treatment arm only), C1D15 (treatment arm only), C2D1, C3D1, 1 year after 

C1D1 and 2 years after C1D1 we ask for peripheral blood only.  

At disease progression we ask for bone marrow, peripheral blood and lymph node biopsy. 

For an overview of these study visits, please see Sampling schedule (section 5 page 5). 

Section 10 “Shipment of samples” is divided into three further sections 10.1, 10.2 and 10.3. Each of these 

sections describes how to handle shipment of samples depending on where the TruCulture samples are 

shipped to immediately after collection (either Rigshospitalet in Denmark or your country’s local central lab). 

Section 10.2 “Specific for Rigshospitalet” describes how samples are to be handled when collected at 

Rigshospitalet. 

2 Participant Privacy Protection 
Do not note participant name or personal identification number e.g. CPR on blood collection tubes. The blood 

collection tubes will be labeled with the participant’s study identification number (PID). 

3 Protect yourself 
Follow all your institution's safety guidelines when collecting, processing or handling biological samples, 

including the use of personal protective equipment (PPE) gown or laboratory coat and gloves. The institution 

is responsible for providing all PPE. 

4 Definitions 
Central lab = laboratory at Rigshospitalet in Denmark (the sponsor’s lab) 

Local central lab = local national laboratory (the site’s lab where TruCulture is handled)  
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5 Sampling schedule 

 

 
Screening/ 

Baseline1 
C1D82 C1D152 C2D1 C3D1 

12 weeks 

(End Of 

Treatment) 

24 weeks 1 year 2 years 
Progressive 

disease 

Bone marrow – flow 
 

X      X   X 

Bone marrow – biobank  
 

X      X   X 

Blood – flow 
 

X     X X X X X 

Blood – biobank 
 

X X X X X X X X X X 

Lymph node biopsy 
 

         X 

Blood – TruCulture 
 

X     X X   X 

Blood – DuraClone 
 

X     X X   X 

Microbiome – saliva 
 

X     X X    

Microbiome – feces 
 

X     X X    

Microbiome – skin swabs 
 

X     X X    

Microbiome – buccal swab 
 

X          

1 Baseline samples are collected in the 42 days screening period after informed consent has been signed and must be collected before start of treatment/observation 
2 Treatment arm only
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6 Materials Provided 

 Equipment needed by sites 

▪ Access to an internet linked computer 

▪ Material required for blood collection (except blood collection tubes) 

▪ Sterile NaCl solution for skin swabs 

▪ Collection tubes for peripheral blood and bone marrow if those packed in the study kits expired 

 Materials provided by CHIP 

Sample material for all study visits:  

▪ 9 ml Li-Hep VACUETTE collection tubes 

▪ 3 ml K2-EDTA VACUETTE collection tubes 

▪ 3,5 ml sodium citrate VACUETTE collection tubes 

▪ Barcode scanner 

▪ OM-200 OMNIgene GUT feces collection kits and OM-AC1 Toilet accessoires 

▪ OME-505 OMNIgene ORAL saliva collection kits 

▪ Isohelix SK-3: 1 swab and 2 ml Isohelix tube prefilled with BuccalFix 

▪ Isohelix SK-1: 1 swab, 5 ml tube and cap and Isohelix Dri-Capsule 

▪ PreVent-ACaLL labels 

▪ Barcode labels for saliva, feces and TruCulture 

Transport material: 

▪ Transport tubes for feces and TruCulture samples 

▪ Biological bags for the collected sample material 

▪ Plastic bags pre-labeled with address for the laboratory that will receive the sample(s) 

▪ Specimen & Shipping Logs 

▪ Transport box 

 Supply delivery 

The PreVent-ACaLL coordination center CHIP will assemble and ship all materials in study kits to sites 

upon automatic notification of enrolled participant and communication with the site’s study team. 

First shipment will include material for following study visits: baseline, C1D8*, C1D15*, C2D1, C3D1, 

12 weeks after C1D1 and 24 weeks after C1D1. In case sample material expires before planned study 

visit, this material will be shipped later. *Only if participant is randomized to the treatment arm. 

Materials for 1 year and 2 years after C1D1 will be shipped prior to these study visits. 

Materials for progressive disease will be shipped upon notification from study team at the site in case 

the participants disease progresses. 

Notification and order of additional study material is done by writing to the CHIP project email:  

chip-prevent.rigshospitalet@regionh.dk 

mailto:chip-prevent.rigshospitalet@regionh.dk
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7 Study kits 
Each study kit containing sample and transport material will be delivered in a 

brown plastic bag labeled with study visit and PID. All sample material is 

packed into plastic bags containing biological bags pre-labeled with delivery 

address for the laboratory that must receive the sample(s). Barcode labels for 

TruCulture, saliva and feces are also included in these pre-labeled plastic bags. 

PreVent-ACaLL labels are all included in the baseline study kits. 

Sampling instructions for saliva, feces, skin swabs and buccal swab are 

included in the study kit.  

Specimen & Shipping Logs are included in eachplastic bag and must be filled 

out and saved in your Investigator Site File. A copy must be included in the shipment when samples are 

shipped. For further explanation on how to fill out these Specimen & Shipping Logs, please see section 7.3. 

 Components of the study kits 

Component lists and corresponding images for study kits currently distributed to all sites are presented on 

pages below.  Please note that the components included in the study kit can vary a bit from the pictures. 

 

Study visit: Baseline, 12 weeks after C1D1 and 24 weeks after C1D1 

Components Quantity per study kit 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log 

Green Li-Hep VACUETTE tube 

Purple K2-EDTA VACUETTE tube 

Blue Sodium Citrate VACUETTE tube 

Isohelix SK-3: 1 x swab 

Isohelix tube prefilled with BuccalFix 

Isohelix SK-1: 1 x swab, 1 x 5 ml tube 

Isohelix Dri-Capsule 

OMNIgene GUT (OM-200) 

Toilet accessory (OM-AC1) 

Feces barcode labels 

OMNIgene ORAL (OME-505) 

Saliva barcode labels 

Transport tube 

Absorbent tissue 

7 

7 

7 

6 / 7  

1 

1 

2 

2 

 0 / 1      Baseline only 

 0 / 1      Baseline only 

1 

1 

1 

5 

4 

2 

7 
 

 

 

See next pages 
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Peripheral blood (Biobank), bone marrow (Biobank) 

 

 

Skin swabs, buccal swab - only at baseline  

 

 

Specimen & 
Shipping Log 

Pre-labeled 

plastic bag 

Green Li-Hep 
VACUETTE tubes 

 

Absorbent tissue 

Pre-labeled  

biological bag 

Isohelix  
Dri-Capsule 

Isohelix SK-1 

Plastic bag 
Pre-labeled 

biological bag 

Isohelix tube 
prefilled with 

BuccalFix 
 

Isohelix SK-3 

Specimen & 
Shipping Log 

Only at baseline 
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Peripheral blood (Flow), Bone marrow (Flow) - only at baseline and 24 weeks after C1D1 

 

 

 

 

 

 

 

 

 

 

 

 

Feces: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Only at baseline and 24 weeks 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log 

Green Li-Hep 
VACUETTE tubes 

 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log Sampling Instruction Barcode labels 

Feces 

Transport tube 
OMNIgene 

GUT (OM-200) 
 

Toilet accessory 
(OM-AC1)  

 

Absorbent tissues 
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Saliva: 

 

 

 

 

 

 

 

 

 

 

 

 

Peripheral blood (DuraClone): 

 

 

 

 

 

 

 

 

 

 

 

 

Pre-labeled plastic bag 

Biological bag Specimen & Shipping Log Sampling Instruction 

Barcode labels 

OMNIgene ORAL 
(OME-505) 

 

Pre-labeled plastic bag 

Biological bag Specimen & Shipping Log 

Purple K2-EDTA 
VACUETTE tube 
 

Blue Sodium Citrate 
VACUETTE tube 
 

Absorbent tissues 
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Peripheral blood (TruCulture): 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Pre-labeled plastic bag 

Biological bag Specimen & Shipping Log 

TruCulture 

Transport tube 

Green Li-Hep 
VACUETTE tube 

 

Barcode labels 
(site) 

Barcode labels 
(central lab) 
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Study visit: C1D8 & C1D15 (treatment arm only), C2D1 & C3D1 

Components Quantity per study kit 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log 

Green Li-Hep VACUETTE tube 

Absorbent tissue 

1 

1 

1 

3 

3 
 

Peripheral blood (Biobank):  

 

 

 

 

 

 

 

 

 

 

 

 

 

  

Absorbent tissues 

Green Li-Hep 
VACUETTE tubes 

 

Pre-labeled 

biological bag 

Plastic bag 

Specimen & 
Shipping Log 
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Study visit: 1 year after C1D1 and 2 years after C1D1 

Components Quantity per study kit 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log 

Green Li-Hep VACUETTE tube 

Absorbent tissue 

2 

2 

2 

4 

4 
 

Peripheral blood (Biobank): 

 

Peripheral blood (Flow): 

 

 

 

 

 

 

 

 

 

 

 

 

 

Biological bag 

Pre-labeled plastic bag 
Green Li-Hep 
VACUETTE tubes 
 

Absorbent tissue 

Specimen & Shipping Log 

Absorbent tissues 

Green Li-Hep 
VACUETTE tubes 

 

Pre-labeled 

biological bag 

Plastic bag 

Specimen & 
Shipping Log 
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Study visit: Progressive disease 

Components Quantity per study kit 

Biological bag 

Pre-labeled plastic bag 

Specimen & Shipping Log 

Green Li-Hep VACUETTE tube 

Purple K2-EDTA VACUETTE tube 

Blue Sodium Citrate VACUETTE tube 

Transport tube 

Absorbent tissue 

4 

4 

4 

6 

1 

1 

1 

6 
 

Peripheral blood (Biobank):  

 

 

 

 

 

 

 

 

 

Peripheral blood (Flow):  

Bone marrow (Flow): 

 

 

 

 

  

  

 

 

 

 

Pre-labeled plastic bag 

Biological bag 

Absorbent 
tissues 

Green Li-Hep 
VACUETTE tubes 

 

Absorbent tissues 

Green Li-Hep 
VACUETTE tubes 

 

Pre-labeled 

biological bag 

Plastic bag 

Specimen & 
Shipping Log 

Specimen & 
Shipping Log 
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Peripheral blood (DuraClone): 

 

 

 

 

 

 

 

 

 

 

 

 

Peripheral blood (TruCulture): 

 

 

 

 

 

 

Pre-labeled plastic bag 

Biological bag 

Absorbent tissues 

Specimen & Shipping Log 

Purple K2-
EDTA 
VACUETTE 
tube 
 

Blue 
Sodium 
Citrate 
VACUETTE 
tube 
 

Pre-labeled plastic bag 

Biological bag Specimen & Shipping Log 

TruCulture 

Transport tube 

Green Li-Hep 
VACUETTE tube 

 

Barcode labels 
(site) 

Barcode labels 
(central lab) 
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Extra lab material 

Components Quantity per study kit 

Isohelix SK-3: 1 x swab 

Isohelix tube prefilled with BuccalFix 

Isohelix SK-1: 1 x swab, 1 x 5 ml tube 

Isohelix Dri-Capsule 

OMNIgene GUT (OM-200) 

Toilet accessory (OM-AC1) 

OMNIgene ORAL (OME-505) 

Absorbent tissue 

2 

2 

1 

1 

2 

2 

1 

1 
 

 

 

 

 

 

 

  

Isohelix SK-3 Isohelix SK-1 

Feces  
Transport tubes 

OMNIgene 
GUT (OM-200) 
 

Toilet accessory 
(OM-AC1)  

 

Isohelix tube 
prefilled with 

BuccalFix 
 

Isohelix  
Dri-Capsule 

OMNIgene  
ORAL (OME-505) 
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 Other supplies 

PreVent-ACaLL labels 
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 Specimen & Shipping Logs 

The plastic bags in each study kit contain a Specimen & Shipping Log. This log must be filled out when samples 

are collected. When the logs are filled out, a copy must be taken and included in the sample shipment. The 

original Specimen & Shipping Log must be placed in your Investigator Site File. Below you can see an example 

of the Specimen & Shipping Log for the feces sample. The topmost half are filled out by the site, the 

lowermost half are filled out by the recipient (the lab). All Specimen & Shipping Logs have the same structure. 

 

  

States related 

sample 

States which 

material to 

use for 

sampling 

States laboratory 
receiving the 
sample(s)  

Fill out PID 
and mark 
related study 
visit 

1) Fill out 
collection date 
and time 
 
2) Place barcode 
label (only 
applies for the 
feces, saliva and 
TruCulture 
samples) 
 
3) Write amount 
of collection 
tubes that are 
shipped for this 
sample 

Write your 

name and 

signature 

 

Fill out date and 

time sample(s) 

are shipped 
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 Label format 

7.4.1 PreVent-ACaLL labels 

All sample tubes must be labeled with one PreVent-ACaLL label specific for the sample content (Figure 7.4.1). 

The labels are shipped from CHIP together with the sample material in the study kits. At site, the PreVent-

ACaLL labels must be filled out with PID and date of sampling. 

 

 

 

 

 

 

 

 

 

 

 

 

7.4.2 Barcode labels 

The samples TruCulture, Saliva and Feces require a unique sample-ID barcode label (Figure 7.4.2) beside 

above-mentioned PreVent-ACaLL labels. These barcode labels are shipped from CHIP together with the 

sample material in the study kits. For the TruCulture sample, barcode labels for your  local central lab are 

also included in the study kit (does not apply for Rigshospitalet and Roskilde). It is very important that these 

central lab barcode labels are shipped together with the TruCulture blood sample to the lab. 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 7.4.1: Explanation of PreVent-ACaLL label 

Sample content 

Study Study visit 

Participant ID 

Sampling date 

Figure 7.4.2: Explanation of barcode label 

Study 

Placement of label:  

Sampling tube, transport tube or Specimen & Shipping Log 

P
re

V
en

t-

A
C

aL
L Site 

Specimen & Shipping 

Log 

PAC-TC-BL-000 

PreVent-ACaLL 
Sample: 

TC = TruCulture 
SA = Saliva 
FE = Feces 

Study visit:  

BL = Baseline 
12 = 12 weeks 
24 = 24 weeks 
PD = Progressive Disease 

Unique 3-digit sample identification 

Each participant has the same sample 
identification for all samples 

Location of where label 
must be used:  

Site or Central Lab 
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8 Study visit preparations 
 Arrangement of study visit 

When a participant has been enrolled into the trial by signing the informed consent for randomization, the 

first study visit must be arranged to collect the participant’s baseline samples. Collection of baseline samples 

does not necessarily have to be at the same day as screening for in- and exclusion criteria. The important 

thing is that baseline samples are collected before start of treatment/observation (cycle 1 day 1, C1D1). 

However, still in good enough time for samples to be re-collected in case some of the samples cannot be 

used (the feces sample as an example, since this sample can be a bit tricky to collect correctly – therefore, 

make sure to instruct the participant thoroughly). A study visit schedule can be created for rest of the study 

visits when date for the C1D1 study visit has been entered into REDCap. For further information, please see 

the PreVent-ACaLL REDCap Guide.  

Bone marrow biopsies and lymph node biopsies are booked locally according to your hospital’s local 

guidelines. 

 Notification of arranged study visit to sponsor and laboratories 

All central laboratories receiving study samples must be notified at least 1 week in advance for arrival of 

study samples. The laboratories will by sponsor be notified when the eCRF “Booking of study visit (notification 

to sponsor)” in REDCap is filled out with study visit date and time and saved as Complete. For further details, 

please see the PreVent-ACaLL REDCap Guide. 

IMPORTANT 

Due to analysis conduct and sample pick up, participants can only be booked for study visits on: 

Sites inside Denmark: Monday to Thursday 

Sites outside Denmark: Tuesday and Wednesday (preferably)  

Mondays can be booked ONLY if completely impossible for the participant otherwise. 

Sites shipping the TruCulture sample directly to Rigshospitalet (DK):  

Please remember that collected samples must arrive at Rigshospitalet within  

1 hour from sampling time. Taxa must be ordered prior to start of sampling. 

Sites shipping the TruCulture sample to their local central lab:  

Samples must be collected before 14:00, since samples  

are picked up by courier between 14:00 and 16:00.  

Sponsor must be notified about the study visit at least 1 week before the study visit. 

The TruCulture sample must arrive at the local central lab within:  

Denmark: 1 hour from sampling time 

Holland: 2 hours from sampling time 

Sweden: 3 hours from sampling time 

Site that collects the TruCulture blood sample is responsible for this transport. 
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 Booking of courier (does not apply to Rigshospitalet and Roskilde) 

Courier must be booked to pick up study samples at sites who is sending TruCulture to their local central lab. 

Sponsor is responsible for booking of the courier, but site must notify sponsor about the study visit through 

REDCap. 

All samples besides TruCulture are transported to Rigshospitalet via transport company chosen by sponsor. 

Date for study visit must be reported in the REDCap eCRF “Booking of study visit (notification to sponsor)” 

when study visit date has been arranged and no later than one-week prior study visit date. Sponsor will 

hereafter book sample pick-up with transport company. 

Transport material will be delivered to the site same day as the study visit (between 08:00 and 12:00 am) and 

picked up again between 14:00 and 16:00 pm containing the study samples (further description regarding 

transport can be found in section 11.3.2). 
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9 Sampling instructions 

The sampling schedule in section 5 indicates which samples that must be sampled at each study visit. Below 

you find instructions on how to collect each of the different samples. Pictures to the right show what sample 

material that should be applied for the specific sample. 

Important: Remember to order sample pick-up prior sampling! For country/site specific packing  
and transport instructions, please see section 11. TruCulture must be the last sample to be collected! 

 Microbiome – feces 

o Hand out OMNIgene GUT (OM-200) feces collection kit, toilet accessory 

(OM-AC1) and sample instruction to participant before the study visit. 

Participant must bring along the sample when coming in for the study visit. The self-collection 

instruction is packed together with the kit but can also be found in Appendix 13.1-13.3 in 

Danish, Dutch and Swedish, which will also be included in the study kits in native language.  

o When receiving the feces sample from participant:  

▪ Check if the sample is collected OK – no loss of fluid and feces dissolved/mixed properly  

▪ If sample is not OK: Handout a new feces collection kit to the participant 

▪ If sample is OK: Label the collection tube and feces transport tube with correct PreVent-ACaLL 

label and barcode label as shown in section 10 

 Microbiome – skin swabs 

1. Use Isohelix swabs SK-3S + 2 ml tubes Prefilled with BuccalFix  

2. Put on gloves and prepare sterile NaCl solution to wet swabs 

3. Follow instructions below: 

 

 

 

 

 

 

IMPORTANT: Since two 

separate regions are 

swabbed, the procedure 

must be performed from 

step 1 for each of the two 

skin swabs! 

 

 

 

 

 

 

 

4. Label both tubes with correct PreVent-ACaLL label as shown in section 10 
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 Microbiome – buccal swab 

1. Use the SK-1S swabs + 5ml tubes + Isohelix Dri-Capsule 

2. Put on gloves 

3. Follow instructions below: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

4. Label tube with correct PreVent-ACaLL label as shown in section 10 
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 Microbiome – saliva    

1. Use saliva collection kit: OMNIgene ORAL (OME-505) 

Instruction is packed together with the kit but can also be 

found in Appendix 13.4-13.6 in Danish, Dutch and Swedish, 

which will also be included in the study kits in native 

language. Below is the English instruction: 

 

2. Label tube with correct PreVent-ACaLL label and barcode label as shown in section 10 
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 Bone marrow 

9.5.1 Aspirate for flow & biobank 

1. Use 2 x green Li-Hep 9 mL VACUETTE tubes 

2. Do a first aspiration called “first pull” where you briefly aspirate 2 mL of bone marrow, 

which you deposit into the first tube 

3. Do a second aspiration called “second pull” where you aspirate 5 to 8 mL of bone marrow, 

which you deposit into the second tube 

4. Label tubes with correct PreVent-ACaLL label as shown in section 10 

9.5.2 Biopsy and aspirate – local  

1. In addition to the PreVent-ACaLL samples, routine bone marrow smears, crista biopsy and crista 

imprints are taken and send to the local pathology department at your hospital. Results must be 

entered into REDCap (eCRF: Bone Marrow). 

 Peripheral blood for biobank 

1. Use 3 x green Li-Hep 9 mL VACUETTE tubes 

2. Draw peripheral blood into the tubes 

3. Label tubes with correct PreVent-ACaLL label as shown in section 10 

 Peripheral blood for flow  

1. Use 1 x green Li-Hep 9 mL VACUETTE tube 

2. Draw peripheral blood into the tube 

3. Label tube with correct PreVent-ACaLL label as shown in section 10 

 Peripheral blood for DuraClone 

1. Use 1 x purple K2-EDTA 3 ml VACUETTE tube  

and 1 x blue sodium citrate 3,5 ml VACUETTE tube 

2. Draw peripheral blood into the tubes 

3. Label tubes with correct PreVent-ACaLL label as shown in section 10 

 Peripheral blood for TruCulture  

Important: Make sure blood for TruCulture VACUETTE tube is the last to be collected! 

1. Use 1 x green 9ml Li-Hep VACUETTE tube 

2. Draw peripheral blood into the tube 

3. Label tube with correct PreVent-ACaLL label and barcode label as shown in section 10 
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10 Placement of labels 
PreVent-ACaLL labels must be placed on all sample tubes and the feces transport tube. A barcode label must 

be placed on the feces, saliva and TruCulture sample tube as well as the feces transport tube. Identical 

barcode labels for these three samples must be placed on the appertaining Specimen & Shipping Log. Tables 

below show how and where to place the PreVent-ACaLL and barcode labels. 

Important: Ensure that PreVent-ACaLL labels include: PID as well as collection date and time. Make sure to 

use label that matches the concerning study visit and sample content and that the labels does not overlap 

Placement Image Explanation 

1 x 9 ml  
Li-Hep 
VACUETTE 
tube 
 
 
 

 

1 x 
TruCulture 
transport 
tube 

 

Place the ‘Peripheral blood – TruCulture’ 
PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube. Place the ‘TruCulture blood 
sample‘ barcode label right above the 
PreVent-ACaLL label. Ensure that it is 
possible to see the blood from top to 
bottom of the tube. 

The transport tube for TruCulture are 
pre-labeled with a ‘TruCulture’ label. No 
further labels should be placed on this 
transport tube. 

Specimen & 
Shipping Log  

 

 
  

Place the TruCulture (TC) ‘Specimen & 
Shipping Log’ barcode label on the 
TruCulture Specimen & Shipping Log 
(identical barcode ID as on the tube label) 
and fill in needed sample information 
(grey fields). When barcode is placed and 
information filled in, a copy must be 
taken of the Specimen & Shipping Log. 
Make sure to save the original Specimen 
& Shipping Log in your Investigator Site 
File and include the copy in the sample 
shipment. 

Reporting of sample info in REDCap:  

Scan Specimen & Shipping Log barcode 
label into the REDCap eCRF (section 12) 
and report sample information in the 
eCRF “Study samples shipped to central 
lab”. 
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Placement Image Explanation 

1 x 3 ml  
K2-EDTA 
VACUETTE 
tube 

1 x 3,5 ml 
Sodium 
citrate 
VACUETTE 
tube  

 

Place the ‘Peripheral blood – DuraClone 
V05/19’ PreVent-ACaLL label on top of 
the VACUETTE label that is already placed 
on tube.  

Place the other ‘Peripheral blood – 
DuraClone V05/19’ PreVent-ACaLL label 
on top of the VACUETTE label that is 
already placed on the tube.  

Specimen & 
Shipping Log  

 

  

Fill in needed sample information on the 
DuraClone Specimen & Shipping Log 
(grey fields). Make sure to save the 
original Specimen & Shipping Log in your 
Investigator Site File and include the copy 
in the sample shipment. 

Reporting of sample info in REDCap:  

Report sample information in the eCRF 
“Study samples shipped to central lab”. 
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Placement Image Explanation 

1 x Feces 
collection 
tube 

 

 

 

1 x Feces 
transport 
tube 

 

Place the ‘Feces collection tube‘ barcode 
label on top of the other barcode that is 
already on the tube. Place the 
‘Microbiome – FECES’ PreVent-ACaLL 
label on top of one of the barcodes that 
is already on the tube.  

Place the other feces PreVent-ACaLL 
label ‘Microbiome – FECES transport 
tube‘ and the barcode label ‘Feces 
transport tube’ on the transport tube. 

Specimen & 
Shipping Log  

 

 

Place the Feces (FE) ‘Specimen & Shipping 
Log’ barcode label on the TruCulture 
Specimen & Shipping Log (identical 
barcode ID as on the tube label) and fill in 
needed sample information (grey fields). 
When barcode is placed and information 
filled in, a copy must be taken of the 
Specimen & Shipping Log. Make sure to 
save the original Specimen & Shipping 
Log in your Investigator Site File and 
include the copy in the sample shipment. 

Reporting of sample info in REDCap:  

Scan Specimen & Shipping Log barcode 
label into the REDCap eCRF (section 12) 
and report sample information in the 
eCRF “Study samples shipped to central 
lab”. 
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Placement Image Explanation 

1 x Saliva 
collection 
tube 

 

 

Place the ‘Saliva collection tube‘ barcode 
label on top of the barcode that is already 
printed on the tube. Place the 
‘Microbiome – SALIVA’ PreVent-ACaLL 
label on the tube.  

Specimen & 
Shipping Log  

 

  

Place the Saliva (SA) ‘Specimen & 
Shipping Log’ barcode label on the 
TruCulture Specimen & Shipping Log 
(identical barcode ID as on the tube label) 
and fill in needed sample information 
(grey fields). When barcode is placed and 
information filled in, a copy must be 
taken of the Specimen & Shipping Log. 
Make sure to save the original Specimen 
& Shipping Log in your Investigator Site 
File and include the copy in the sample 
shipment. 

Reporting of sample info in REDCap:  

Scan Specimen & Shipping Log barcode 
label into the REDCap eCRF (section 12) 
and report sample information in the 
eCRF “Study samples shipped to central 
lab”. 
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Placement Image Explanation 

2 x 1 ml 
Isohelix tube 
prefilled with 
BuccalFix 

 

Place the ‘Microbiome – SKIN FOREARM’ 
PreVent-ACaLL label on the Isohelix tube 
with forearm swab as shown at the 
pictures to the left. 

Place the ‘Microbiome – SKIN AXILLARY’ 
PreVent-ACaLL label on the Isohelix tube 
with axillary swab as shown at the 
pictures to the left.  

1 x 5 ml 
Isohelix tube 

 

Place the ‘Buccal swab’ PreVent-ACaLL 
label on the Isohelix 5 ml tube.  

Specimen & 
Shipping Log  

 

 

Fill in needed sample information on the 
Specimen & Shipping Log (grey fields). 
Make sure to save the original Specimen 
& Shipping Log in your Investigator Site 
File and include the copy in the sample 
shipment. 

Reporting of sample info in REDCap:  

Report sample information in the eCRF 
“Study samples shipped to central lab”. 
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Placement Image Explanation 

2 x 9 ml  
Li-Hep 
VACUETTE 
tube 

 

 

Place the ‘Bone marrow 1st pull’ PreVent-
ACaLL label on top of the VACUETTE 
label that’s already on the tube.  

Place the ‘Bone marrow 2nd pull’ 
PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube.  

1 x 9 ml  
Li-Hep 
VACUETTE 
tube 

 
 

Place the ‘Peripheral blood – FLOW’ 
PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube.  

3 x 9 ml  
Li-Hep 
VACUETTE 
tube 

 

 

 

Place the ‘Peripheral blood – BIOBANK 
#1’ PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube.  

Place the ‘Peripheral blood – BIOBANK 
#2’ PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube.  

Place the ‘Peripheral blood – BIOBANK 
#3’ PreVent-ACaLL label on top of the 
VACUETTE label that’s already placed on 
the tube.  
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Specimen & 
Shipping Log  

 

 Fill in needed sample information on the 
two appertaining Specimen & Shipping 
Logs (grey fields). Make sure to save the 
original Specimen & Shipping Log in your 
Investigator Site File and include the 
copy in the sample shipment. 

Reporting of sample info in REDCap:  

Report sample information in the eCRF 
“Study samples shipped to central lab”. 
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11 Shipment of samples 

 Sites shipping TruCulture directly to Rigshospitalet 

This section describes how study samples are packed and shipped for sites that ship the TruCulture sample 

directly to Rigshospitalet after collection. 

When samples are collected and labeled, a copy of all the completed Specimen & Shipping Logs must be 

taken and shipped together with the samples to the laboratories. The original Specimen & Shipping Log must 

be saved in your Investigator Site File.  

Samples must be packed as shown in section 11.1.1 next page. Below, packing instruction is described in 

words:  

All samples must be packed in the same way as sample material are received in the study kits: pack the 

samples in the appertaining biological bag and hereafter in the pre-labeled plastic bag together with a copy 

of the matching Specimen & Shipping Log for the sample(s). 

• Following samples are shipped to department of Clinical Immunology (Afdeling for Klinisk Immunologi): 

Plastic bag labeled Department 7631: 

o Peripheral blood for DuraClone 

Plastic bag labeled Department 2031: 

o Peripheral blood for TruCulture 

• Following samples are shipped to the Chronic Lymphocytic Leukemia Laboratory (CLL lab): 

Plastic bag labeled Department 2031: 

o Feces 

o Saliva 

Plastic bag labeled Department 9322: 

o Bone marrow for biobank (2nd pull) 

o Skin swabs 

o Buccal swab (baseline only) 

o Peripheral blood for biobank 

Plastic bag labeled Department 4041: 

o Bone marrow for flow (1st pull) 

o Peripheral blood for flow 

Remember to hand over delivery instruction to taxi driver. 
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11.1.1 Packing of study samples 

 

Roskilde: Remember to 

hand over instruction to 

the taxi driver:  
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11.1.2 Transport instructions 

By taxi 

The study visits baseline, 12 weeks after C1D1, 24 weeks after C1D1 and progressive disease include sampling 

of peripheral blood for TruCulture. Since the analysis for TruCulture needs to be initiated within 1 hour from 

sampling time, all samples collected at these study visits must be delivered to Rigshospitalet by taxi.  

The envelope including the TruCulture sample are to be prioritized. The prioritization is indicated on the 

envelope with the label “Første prioritet!” so that taxi driver can see which envelope that must be delivered 

to Rigshospitalet first. 

By internal transport 

The samples collected at study visits C1D8 (treatment arm only), C1D15 (treatment arm only), C2D1, C3D1, 

1 year after C1D1 and 2 years after C1D1 are shipped by internal transport from your hospital to 

Rigshospitalet. 

 Specific for Rigshospitalet 

All laboratories receiving samples are located at Rigshospitalet, therefore Rigshospitalet as a site has their 

own internal procedure regarding delivery of samples to the laboratories. If in doubt, please contact study 

nurse or the lab coordinators, Rebecka or Tereza. Below is listed where samples must be delivered. 

• Following samples are delivered to 2031 (Kvalitetskontrollaboratoriet): 

o Peripheral blood for DuraClone and TruCulture 

▪ From 2031 DuraClone samples will be delivered to Vævstypelaboratoriet 7631 

o Microbiome Feces and Saliva 

• Following samples are shipped to 4041 (Hæmatologisk Markørlaboratorium): 

o Peripheral blood for Flow analysis 

o Bone marrow for Flow analysis 

• Following samples are shipped to 9322 (Chronic Lymphocytic Leukemia Laboratory, CLL lab): 

o Peripheral blood for Biobank 

o Bone marrow for Biobank 

o Microbiome Skin swabs and Buccal swab  
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 Sites shipping TruCulture to their local central lab 

This section describes how study samples are packed and shipped for sites that ship the TruCulture sample 

to their local central lab after collection e.g. NOT Rigshospitalet. 

When samples are collected and labeled, a copy of all the completed Specimen & Shipping Logs must be 

taken and shipped together with the samples to the laboratories. The original Specimen & Shipping Log must 

be saved in your Investigator Site File.  

Samples must be packed as shown in section 11.3.1 next page. Below, packing instruction is described in 

words:  

All samples must be packed in the same way as sample material are received in the study kits: pack the 

samples in the appertaining pre-labeled biological bag and hereafter in the plastic bag together with a copy 

of the matching Specimen & Shipping Log for the sample(s). 

Important: The TruCulture sample must arrive to the local central laboratory in your country within as fast 

as possible  Therefore, shipment of the TruCulture sample must be prioritized!  

Rest of the samples are shipped via a courier company to the Leukemia Laboratory (Leukæmi-laboratoriet) 

at Rigshospitalet in Denmark. Samples are packed in the plastic bags as stated below and hereafter packed 

into the transport box delivered by the transport company: 

Bag labeled Department 2031 (Afdeling for Klinisk Immunologi): 

o Feces 

o Saliva 

Bag labeled Department 9322 (Chronic Lymphocytic Leukemia Laboratory, CLL lab): 

o Bone marrow for biobank (2nd pull) 

o Skin swabs 

o Buccal swab (baseline only) 

o Peripheral blood for biobank 

Bag labeled Department 4041 (Hæmatologisk Markørlaboratorium): 

o Bone marrow for flow (1st pull) 

o Peripheral blood for flow  

Bag labeled Department 7631 (Vævstypelaboratoriet): 

o Peripheral blood for DuraClone 

 

For further details see section 11.3.2.
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11.3.1 Packing of study samples 

 

 

  

 

 

  

 

 

 

 

Important: Remember 

to include matching 

Specimen & Shipping Log 

in each plastic bag. 

 

<1 hr (DK) 

<2 hrs (NL) 

<3 hrs (SW) 

Local central Lab 
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11.3.2 Transport instructions 

All samples besides TruCulture are transported to Rigshospitalet via DSV Global Transport and Logistics.  

Transport material will be delivered to the site by the transport company the same day as the study visit 

(between 08:00 and 12:00 am).  

The transport material consists of a box with three layers. From the outside to the inside there is the 

protective cardboard, an insulation layer made of 40 

mm thick vacuum insulation panels and special sized 

temperature elements which surround the inner 

volume completely and – in conjunction with the 

adjacent vacuum insulation panels – lead to an 

outstanding temperature stability, thus keeping the 

temperature stable at 15-25°C during transport. 

The samples must be packed into the small inner 

cardboard box. The transport company will pick up 

the transport material containing the study samples 

at the same day as the study visit (between 14:00 

and 16:00 pm).  

Shipment of the TruCulture sample to your local 

central lab in your country is arranged by the site (if 

in doubt, contact the national coordinator in your 

country). The TruCulture sample must arrive to your 

local central lab within 1 hour for sites in Denmark, 

within 2 hours for sites in Holland and within 3 hours 

for sites in Sweden. It is important that all time points regarding the TruCulture sample are reported in 

REDCap and on the Specimen & Shipping Log (e.g. sample collection date and time, transport date and time, 

incubation date and time). 

12 Sample registration in REDCap 
When samples have been collected, packed and shipped, sample information must be registered in the eCRF 

“Samples shipped to central lab” in REDCap. In this form, sample time and date for all collected samples as 

well as shipment date and time must be reported. Additionally, the barcode labels from TruCulture, feces 

and saliva must be scanned into REDCap. In case a sample has not been collected, an explanation is required. 

When all information has been reported in REDCap, the form status must be changed to Complete and saved.  

For a more detailed description on how to report data in the eCRF, please explore the PreVent-ACaLL REDCap 

Guide.  
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13 Appendix 

 Feces sampling instruction (self-collection) - DANISH 
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 Feces sampling instruction (self-collection) - DUTCH 
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 Feces sampling instruction (self-collection) - SWEDISH 
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45 

 

 Saliva sampling instruction - DANISH 
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 Saliva sampling instruction - DUTCH 
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 Saliva sampling instruction - SWEDISH 

 


