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PURPOSE: This standard operating procedure (SOP) outlines the basic steps required when 
handling laboratory specimens from collection through processing, labeling, and shipping so that 
the integrity of the specimen is preserved for analysis and so that stored specimens can easily be 
retrieved, and/or inventoried, thus providing information leading to appropriate treatment 
decisions or safety assessment of the participant during a clinical trial. 
 
SCOPE: This SOP applies to all Clinical Research Center (CRC) personnel who are involved 
(or may be involved) laboratory specimen collection, transport, processing, labeling, and storage 
for a clinical research trial.      
 
PERSONNEL RESPONSIBLE: Nurses may draw blood samples via venipuncture and 
vascular access devices per Nebraska Medicine (NM) Nursing Policy and Procedures. Research 
Assistants may draw blood via venipuncture only. 
 
PROCEDURES:  
All research protocols that involve the collection, processing, storage, or disposal of biological 
samples will follow the Clinical Research Biosafety Protocol.  
 
Specimen Collection 
Impeccable clinical practice must be utilized when obtaining specimens from research 
participants, as these specimens represent important data required by the investigator. Methods 
used by staff when obtaining specimens must be accurately performed per the study protocol.  
All patients are identified with at least two patient identifiers (patient's name and date of birth - 
room number cannot be used) whenever taking blood samples or other lab samples per Nebraska 
Medicine Policy RI10.  
 

1. Venipuncture and Vascular Access Blood collection 
• Attention must be given to the accuracy of collecting the specimens at the proper time, 

using the correct collection tubes, drawing in the correct order, handling appropriately, 
and transporting in the proper manner. All CRC personnel will follow NM Policy and 
procedures related to venipuncture and/or the applicable vascular access device blood 
collection. 

 
2. Urine Specimens 
• Random Urine Specimens - can be collected at any time; they are usually obtained 

without prior participant preparation. 
• Clean Catch Urine Specimens – are collected after the patient appropriately wipes the 

area. They must start the urine stream, then stop and restart to collect the sample being 
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careful not to contaminate the inside of the sterile collection cup that needs to be used. 
They must carefully recap the container without contaminating the inside of the lid or the 
inside of the container. 

• One-time composite urine specimens are collected over a period that may range from 2 to 
24 hours. To collect a timed specimen, instruct the participant to void and discard the first 
specimen. This is annotated as the start time of the test. All subsequent urine is saved in a 
special container for the designated period of time. A preservative may be used to 
maintain stability during the collection period, or the container can be kept on ice or 
refrigerated.  Instruct participants not to void directly into the container as some 
preservatives are acids, which should not be splashed on the skin. At the end of the 
specified time period, the participant should void and add this urine to the container; 
thereby completing the collection process. The collection container should be labeled 
with the participant’s name or study identification number, the starting date/time, the 
ending date/time, the name of the test, and the preservative (if any). Indicate on the 
laboratory request any medications that may affect test results. 

• All urine specimens must be placed in a sealed container, labeled, and delivered to the 
appropriate laboratory. 
 

3. Other Specimens 
• Stool Specimens, Saliva, CSF, swabs (anything other than blood and urine) – all need to 

be handled underneath a laminar flow hood unless they are handed to us in a close/sealed 
container that does not need to be re-opened.  

 
4. Specimen handling and processing  

• Protocols often require special handling of specimens from the time of collection until 
they are processed.  Protocols that specify special handling will be accurately followed. 

• Specimens for ammonia, blood gas determinations, acid phosphatase, lactate, pyruvate 
and certain hormone tests must be kept at 4ºC from the time the blood is drawn until the 
specimens are analyzed or until the serum or plasma is separated from the cells. 

• Specimens for bilirubin, carotene or Vitamin D must be protected from light to avoid 
photo degradation. 

• Since improper handling and specimen processing can result in unusable specimens, great 
care must be taken to ensure that blood or urine specimens are handled and processed 
properly until analysis.  Review thoroughly the Clinical Trial protocol and lab manual 
procedures for a study prior to handling and processing of specimens for the study. This 
information will be communicated to all staff involved with the protocol.  

• CRC has access to a -20º and -80ºC freezer for freezing and storing specimens. 
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• Specimens will always be labeled with two identifiers when processed. 
 
 
5.  Specimen Labeling 
• Collect and label the specimen in the presence of the patient and after specimen 

collection.  The responsibility for labeling the specimen resides with the person who 
obtains the specimen.  If labeling is delegated, the person collecting the specimen must 
verify correct labeling before the specimen is sent. 

 
1. All specimens collected and/or stored should be labeled securely    

o Labels will be affixed directly to the primary specimen container, and anything 
printed should be in black permanent ink. 

o If using a self-adhesive label on a specimen to be frozen, apply the label 
appropriately and then reinforce with tape all the way around the tube unless 
otherwise indicated by the protocol or labels are freezer safe. This will ensure that 
the label will remain intact when frozen.   

2. Each specimen will be labeled consistently with adequate information to identify the 
specimen by following the protocol specific instructions including the date and time 
of the collection and other specified identifiers such as: 
o Subject unique identifier 
o Study name 
o Sponsor-designated Study ID  
o Locally assigned Study ID  
o Barcode that matches a sample collection requisition form that contains 

appropriate patient identification 
o Date & time of draw 

• During EPIC downtime, each specimen label will be verified by a second RN, 
coordinator, or research associate for accuracy prior to the specimen leaving the CRC 
(i.e., sent for local lab analysis, shipped to a central lab, or sent to another lab on 
campus). 

• During the planning stages of a study, CRC staff consult the study protocol, operations 
manual, or the central lab regarding special requirements for specimen labeling or 
storage.  This information will be documented in the nursing guidelines and laboratory 
manual and communicated to all appropriate CRC staff.   

 
6.   Shipping Specimens 
• Ship lab specimens according to study-specific lab manuals and/or protocols. 
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• IATA certification must be completed and up to date in order to ship specimens. 

 

ASSOCIATED FORMS: 
Quality collections: the phlebotomist’s role in pre-analytical errors 
 
CLIA waiver 
 
Phlebotomy Skills Checklist 
 
Specimen Processing Competency Checklist 
 
 
RESOURCES:  
Nebraska Medicine:   

• RI10 Patient Identification  
• TX06 Laboratory Specimen Labeling 

Nebraska Medicine Nursing Policy and Procedures: 
• Lab-7, Venipuncture Blood Collection by Evacuated Tube, Syringe Method, or 

Butterfly Device 
• Lab-1 Laboratory Testing, Ancillary: Blood Glucose 
• Lab-2 – Laboratory Testing, Ancillary: Fecal Occult Blood – Fecal Application 

only 
• Lab-9 Laboratory Testing, Ancillary: Fecal Occult Blood-Application and Test 

Development 
• VAD-2 Intravenous Catheter Flushing: Push Pause Technique 
• VAD-4 Blood Draws via Central Lines 

 
Department Approval                                               
 

 
Signed _________________________________            Date: ____________ 
Research Nurse Manager                           
 
 
Signed   ________________________________            Date: ____________ 
Assistant Vice Chancellor for Clinical Research  
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CO03 Phlebotomy Skills Checklist 

Trainee (PRINT): ______________________________________Date: _____________________ 
Staff Member Providing Training (PRINT): ____________________________________________ 

Skills Pass Fail 
1. Introduce self and explains procedure.   
2. Properly identifies patient.   
3. Verify that correct tubes for test ordered and necessary supplies are present 

at patient location. 
 

  

4. Wash or sanitizes hands.   
5. Dons gloves.   
6. Ask about blood drawing history and explains procedure if necessary.   
7. Apply tourniquet properly (note time of application).    
8. Ask patient to clench fist.   
9. Properly palpate appropriate vein to be used for venipuncture.    
10. Properly cleanse site using appropriate technique.   
11. Select and prepares appropriate needle based on chosen vein.   
12. Position evacuated tube in holder, uncaps needle and briefly inspects for 

defects. 
  

13. Properly grasp holder between thumb and fingers in drawing hand.   
14. Anchor vein.   
15. Insert needle bevel up, at the correct angle, and in the same direction of the 

vein. 
  

16. Stabilize holder while pushing evacuated tube onto needle in holder.   
17. Fill evacuated tubes in the correct order.   
18. Fill evacuated tubes with the correct volume.   
19. Stabilize tube holder during tube change to prevent movement of needle in 

the vein. 
  

20.  Invert vacutainer container 6-8 times (unless otherwise indicated) to ensure 
blood mixes with additive. 

  

21. Release tourniquet (or prior, if necessary. Ideally, do not leave on longer than 
a minute.). 

  

22. Remove last tube from holder.   
23. Place cotton ball or gauze over puncture site, remove needle before applying 

pressure to site. 
  

24. Immediately activate needle safety device using correct technique while 
applying pressure to site. 

  

25. Ask patient to apply pressure to puncture site.   
26. Invert tubes several times if not done previously; label properly mixed tubes 

immediately after drawing at patient’s side. 
  

27.  Label tubes with date and time.    
28. Inspect puncture site to make sure bleeding has stopped, apply bandage.   
29. Discard all used materials appropriately (sharps, biohazard, or regular trash); 

disinfect work area. 
  

30. Remove gloves and immediately wash or sanitizes hands. 
 

  

  Total Number of Checks                                   
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Trainee Signature: _____________________________________________ 
 

Clinical Staff Evaluator: _________________________________________ 

 

 

 

Instructions: 

1. The mentor / staff member should complete the Skills Checklist page by placing a check 

mark in the appropriate column for each listed skill. 

2. Competency skills are either “Pass” or “Fail”. 

a. The trainee should have a total of 23 out of 30 checks  
with no checks in the shaded “fail” boxes to be deemed 
entry level competent. 

b. A check in the shaded “fail” box indicates a failure of a critical 
competency skill.   

3. Tally the number of checkmarks in both the “Pass” and “Fail” columns at the bottom of 
the page.  

4. Based upon the information obtained, check the “Pass” of “Fail” competency box at the 
bottom of the page. 
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CO03 Specimen Processing Checklist 

Trainee (PRINT): ______________________________________Date: _____________________ 

Staff Member Providing Training (PRINT): ____________________________________________ 

Skills Pass Fail 

1. Access to protocol specific lab manual.   

2. Explains to patient how to obtain urine specimen: 
• Random Urine 
• Clean Catch 
• 24 Hour 

  

3. Whole blood processed within two hours of collection.   

4. Gently inverts device containing an anticoagulant 5 to 10 times after 
collection. 

  

5. Tubes are kept stoppered at all times.   

6. Blood volume in tube is accurate.    

7. Wears appropriate PPE.   

8. Access to centrifuge operating manual.    

9. Balances centrifuge with tubes of water.   

10. Adjusts centrifuge time and temperature requirements per protocol.   

11. Cleans centrifuge monthly and documents.    

12. Knows where spill kit is located.    

13. Transfers specimens per study specific protocol.    

14. Properly dispose of biohazardous waste.    

15. Stores specimens in refrigerator or freezer per protocol.   

16. Monitors and documents freezer/refrigerator temperatures daily.    

17. States food or medicine cannot be located in freezer/refrigerator marked 
biohazardous material.  

  

18. Properly packages specimen according to protocol so that they arrive safely 
at the laboratory.  

  

19. Obtains appropriate amount of dry ice and obtains it in a timely manner for 
shipping.  

  

20. Attends training and obtains certification to ship human specimens and dry 
ice.  

  

  Total Number of Checks                                   
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Trainee Signature: _____________________________________________ 
 

Clinical Staff Evaluator: _________________________________________ 

 

 

 

Instructions: 

1. The mentor / staff member should complete the Skills Checklist page by placing a check 

mark in the appropriate column for each listed skill. 

2. Competency skills are either “Pass” or “Fail”. 

a. The trainee should have a total of 15 out of 20 checks  
with no checks in the shaded “fail” boxes to be deemed 
entry level competent. 

b. A check in the shaded “fail” box indicates a failure of a critical 
competency skill.   

3. Tally the number of checkmarks in both the “Pass” and “Fail” columns at the bottom of 
the page.  

4. Based upon the information obtained, check the “Pass” of “Fail” competency box at the 
bottom of the page. 
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