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Study 
Overview

Hypothesis:Administration of plasma for resuscitation after burn injury will 1) reduce 24-
hour and 48-hour resuscitation volumes and 2) reduce the incidence of acute respiratory 
distress syndrome, multi-organ failure and other resuscitation-related morbidities

Objectives:

Specific aim 1: To determine whether administration of Pathogen-Reduced Plasma 
during burn resuscitation results in decreased total resuscitation volumes compared to 
standard-of-care crystalloid-based resuscitation.

Specific Aim 2: To determine whether Pathogen-Reduced Plasma administration during 
burn resuscitation reduces ARDS.

Specific Aim 3: To determine the effect of Pathogen-Reduced Plasma administration on 
the endotheliopathy of burns

Randomized clinical trial, Phase IV
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Inclusion/
Exclusion

� Inclusion Criteria:
� Age > 18 years

� Weight  > 40 kg

� Thermal injury size > 20% TBSA

� Admitted to the Burn Center and enrollable within 8 hours of injury

� Expected to receive intravenous resuscitation fluids for at least 24 hours after injury

� Expected to live > 24 hours after injury

� Exclusion Criteria
� Chemical injury

� Deep electric injury

� Severe non-thermal injuries

� Major surgery prior to enrollment (laparotomy, thoracotomy, craniotomy, major amputation

� Transfusion of > 2 units of packed red blood cells prior to enrollment

� Considered by attending MD to have life-threatening traumatic (non-thermal) injuries

� Inability to obtain informed consent

� Decision not to treat due to injury severity or other factors

� Patient >65 years or < 18 years

� Presence of anoxic brain injury that is not expected to result in complete recover

� Patient already receiving plasma infusion, or judged to be likely to require plasma infusion

� Patient already receiving rescue procedures” (albumin infusion, CRRT, TPE, or high-dose ascorbic acid)

� Existence of pre-morbid conditions (congenital heart failure, end-stage kidney disease, cirrhosis of the liver, oxygen-
dependent chronic obstructive pulmonary disease

� Malignancy currently under treatment, history of thromboembolism
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First 24 Hours
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Research Labs
- Patient 
specimens
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Collect at least 4.5 mL of 
blood into TWO 2.7 mL 
citrate BLUE top tubes

Collect at least 4.0 mL of 
blood into ONE 4mL EDTA 
PURPE  top tube

Collect at least 4.5 mL of 
blood into TWO 2.7 mL 
citrate BLUE top tubes

Slowly invert the blood tube(s) three (3) times

Centrifuge for 10 minutes at 2000G within 1 hour of Collection

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 

cryovial with BLUE label 
“Aliquot1”

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 

cryovial with BLUE label 
“Aliquot2”

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 
cryovial with ORNAGE label 

“Aliquot2”

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 
cryovial with ORANGE label 

“Aliquot1”

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 

cryovial with WHITE label 
“Aliquot2”

Aliquot at least 600 µL into (1) 
1.8 mL polypropylene storage 

cryovial with WHITE label 
“Aliquot1”

COAGULATION 
FACTORS

PRO- & ANTI-
INFLAMMATION 

CYTOKINES

THROMBIN 
GENERATION

Store samples in a freezer between -80℃ and -70℃

At Admit, 12, 24, & 48 hours
Post-Burn



Research Labs-
Plasma sample
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INFUSED PLASMA

Collect at least 10mL from the Pathogen-reduced plasma at any single serum collection timepoint

Aliquot at least 
1.5 mL into (1) 1.8 
mL polypropylene 

storage cryovial 
with YELLOW 

label “Aliquot 1”

Aliquot at least 
1.5 mL into (1) 1.8 
mL polypropylene 

storage cryovial 
with YELLOW 

label “Aliquot 2”

Aliquot at least 
1.5 mL into (1) 1.8 
mL polypropylene 

storage cryovial 
with YELLOW 

label “Aliquot 3”

Aliquot at least 
1.5 mL into (1) 1.8 
mL polypropylene 

storage cryovial 
with YELLOW 

label “Aliquot 4”

Aliquot at least 
1.5 mL into (1) 1.8 
mL polypropylene 

storage cryovial 
with YELLOW 

label “Aliquot 5”

Store samples in a freezer between -80℃ and -70℃

Ship in batches to:
U.S. Army Institute of Surgical Research (USAISR)

Refer to Site Specific Specimen Handling and Shipping Manual 



Pathogen-
reduced 
Plasma

•Each bag may contain up to 200 mL of 
plasma
•Units will be shipped frozen using dry ice
•Stored at or below -18℃ for up to 12 

months
•Patient administration like traditional blood 

products
•Plasma storage and handling policy at 

https://www.nattrauma.org/propolis-staff-
resources-password-protected/propolis-
policies/
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REDCap
Overview

REDCap is a web-based data entry 
platform managed by the PROPOLIS 
Data Center at the University of 
Washington.

The PROPOLIS REDCap website is: 
https://rc.burndata.washington.edu/
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REDCap
Account

� All PROPOLIS study staff will need to have a REDCap account set 
up, even if you use REDCap for other studies (the PROPOLIS 
database is run on a separate, secure instance of REDCap that we 
fully manage at the University of Washington)

� Please contact Kara with the list of names (first and last) and email 
addresses of everyone at your site who will need REDCap access 
(mcmulk@uw.edu) 

� REDCap usernames will be assigned so that they map to your 
email address (for example, my REDCap username is mcmulk)

11

mailto:mcmulk@uw.edu


REDCap
training

� REDCap has training videos—if you are new to REDCap, please 
watch at least the Brief Overview Video and the Data Entry 
Overview Video

� These can be found by clicking the Training Videos tab at the top 
of the REDCap Projects page:
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PROPOLIS 
Databases

� There are three REDCap databases for PROPOLIS:

� The main data entry database, called the PROPOLIS Database;

� The PROPOLIS Plasma tracking database;

� and the PROPOLIS Shipment Tracking database

� For participant tracking, you’ll need to develop your own database 
(either in excel or in REDCap)—the data center is NOT approved to 
manage personal identifying information such as name, address, 
phone number, etc. 

� If you’d like help developing  a participant tracking database, let 
the data center know and we’ll help y0u with  that
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Assigning a 
Participant ID

1) The record ID convention in PROPOLIS is “site_id number”, where site is the PROPOLIS center site number and ID 
number is the number assigned at each site. REDCap will not automatically assign an ID to a record for you, so this is 
the first step.

a. Site numbers are:
1. US Army Burn Center
2. UAB
3. UW
4. VU
5. UTMB
6. UTSW/Parkland 

b. For the ID number, use sequential numbers starting with 1. So, the first UAB patient screened will be numbered 
2_1. The third UTSW/Parkland patient screened will be 6_3, and so on.

c. It’s important to assign an ID and enter demographic and inclusion/exclusion criteria for every patient 
screened, even if they end up not consenting. We want to ensure that we can describe the population of 
eligible patients from which the PROPOLIS sample was drawn. 

2) To enter a new patient, first select “Add/Edit Records.”
3) Enter the record ID (named based on the rules described above) into the blank field.
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Entering 
Participant 
Info

The grid that appears once you’ve created a new record for each patient is called the Record Dashboard. On each 
patient’s record dashboard, you can pick the following:

a. The timepoint you want to enter information for. When you first set up a record, you will only see the 
Admission timepoint. Using this dropdown, you can pivot to whatever timepoint you want to access for 
each record. 

b. The form you want to enter information for. When you start a new record, you will start with 
demographics.
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Randomization

If the patient is eligible and has consented (or a LAR has consented), it’s time 
to randomize! Go to the “Randomization” form on the Record Dashboard. 
Because we’re randomizing by TBSA category, you need to select which 
category the patient belongs to. 
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Randomization, 
cont…

Once you’ve entered that, on the “Randomization” form select the 
“RANDOMIZE” button.  The next screen will ask you to make sure the 
information about TBSA category and your site is correct. If site and TBSA 
category are correct, select the “Randomize” button:
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Randomization, 
cont…

REDCap will then perform the randomization and assign the participant to a 
treatment group.  Mark the “Randomization” form as complete and save the 
form. The form will always show the patient’s randomized group, and you 
can also print the “Randomization” form for your paper records.

After you’ve randomized the participant, mark the form as “Complete” and 
“Save and Exit” the form. If you have more data to enter, you can continue 
entering it by selecting the appropriate form and entering the data as 
indicated on the paper data collection form.
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PROPOLIS 
Data Entry/ 
Randomization
/REDCap
Training

� The PROPOLIS Data Center has also developed PROPOLIS specific 
training documents and videos

� Please complete all training videos and review the documents

� These trainings pertain to randomization (which will be done within 
REDCap), assigning a participant ID, using REDCap for eConsent, and 
data entry

� Once you’ve finished the trainings, we can set up a meeting for the 
data center and each site to cover any questions that came up or 
clarify any REDCap/randomization/data entry procedures
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Safety 
Reporting: 
Adverse 
Events

� Expected, Serious Adverse Events (SAE):
� This study population is expected to have unrelated serious adverse 

events including compartment syndrome, multi-organ failure (MOF), 
acute respiratory distress syndrome (ARDS), pneumonia, wound 
infection, urinary tract infection (UTI), blood stream infection (BSI), 
acute kidney injury (AKI) requiring hemodialysis, and death.

� Unexpected, Serious Adverse Events:
� Unexpected serious adverse events are possible and include potential 

transfusion-related acute lung injury, thromboembolic events, 
transfusion reactions, and death. These events will be reportable 
during the first 48 hours post burn.
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Safety 
Reporting

� All AE recording will be conducted through REDCap

� Unrelated adverse events, either expected or unexpected (as 
determined by the PI) will not be recorded on the eCRF. Only study-
related adverse events or ancillary outcomes measures of interest 
that occurred during the study period (after randomization until 
study conclusion) will be recorded on the eCRF.
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Safety 
Reporting
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Safety 
Reporting 
within REDCap
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� There are REDCap forms for safety reporting at each timepoint. 

� Separate forms contain the data entry for Adverse Event Logs and 
Unanticipated Problem Logs

� If there is an AE or a UP, log it in REDCap at the timepoint nearest to 
which the issue occurred

� REDCap will be set up so that it sends an automated email to Dr. 
Cancio and the site PI, as well as other people who may need to be 
notified, when an AE or a UP is logged

� Send the data center the contact information for who should be 
notified by email at your center when an AE or a UP is logged



Protocol 
Deviations

� Minor Deviation: An occurrence that does not adversely affect 
subject safety, will not compromise the validity of the study results, 
and does not violate local, State, or Federal laws.

� Major Deviation: An occurrence that jeopardizes subject safety, may 
compromise the validity of study results, or violates local, State, or 
Federal laws.

� Unanticipated Events: occurrences beyond the control of research 
personnel and not meeting the criteria for minor and major 
deviations defined above, such as hurricane, blizzard, earthquake -
preventing screening/enrollment or follow-up of subjects.

� Protocol deviations that harm a participant or place a participant 
at risk of harm will be reported as an unanticipated problem.
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Protocol 
Deviation 
examples

Examples of
Occurrences to

Report: (Not
Inclusive List)

Protocol
Lack of baseline LR
Incorrect dose of treatment fluid
Titration of treatment fluid
Treatment fluid given beyond 24 hours post burn hour
Research blood specimen not drawn
Research blood specimen not drawn on time
Informed Consent

Incorrect Informed Consent: Unapproved Version
Incorrect Informed Consent: Wrong Approved Version
Incorrect Informed Consent: Wrong Study
Informed Consent Not Properly Signed or Dated by
Subject/LAR
Informed Consent Not Properly Signed or Dated by Person
Obtaining Consent
Informed Consent Given by Someone Other Than the
Subject’s Legally Authorized
Representative
Informed Consent Without Required Witness (if required by
local IRB)
Unable to Locate Informed Consent Document (obtained
but lost)
Enrollment

Ineligible Subject Enrolled
Screening for Eligibility Procedures Not Followed
Subject Randomized Late
Subject Randomized Prior to Screening Eligibility
Procedures Completed
Randomization Procedures Not Followed
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AE/SAEs
SAEs Reported Late
SAE Reporting Procedures Not Followed
SAE Reported with Incorrect Data
SAE Reported with Missing Data
Local IRB Reporting Requirements Not Followed
SITE REGULATORY ISSUES
Failure to Maintain IRB Approval
Failure to Maintain Regulatory Documents Binder (CV, 
License, Human Subjects
Training)
Noncompliance with Monitored Visit Procedures (Visits
Cancelled at Last Minute,
Coordinator Not Available, Medical Record or Other Source 
Documents Not Available)
Study Records Unsecured/Missing
Research Lab Equipment Unsecured/Missing

Data Collection
Data Incorrect – Not Supported by Source Documents
Data Missed – Noted in Source Documents but Not Reported
No Source Documents Found to Support Recorded Data
Window for Data Collection Missed (too early/too late)
Data obtained by Unauthorized Individual
Data Correction Procedures Not Followed



Safety 
Reporting: 
Unanticipated 
Problems

� The Office for Human Research Protections (OHRP) considers 
unanticipated problems involving risks to participants or others to 
include, in general, any incident, experience, or outcome that meets 
all of the following criteria:

� Unexpected in terms of nature, severity, or frequency given (a) the 
research procedures that are described in the protocol-related 
documents, such as the Institutional Review Board (IRB)-approved 
research protocol and informed consent document; and (b) the 
characteristics of the participant population being studied;

� Related or possibly related to participation in the research (“possibly 
related” means there is a reasonable possibility that the incident, 
experience, or outcome may have been caused by the procedures 
involved in the research); and

� Suggests that the research places participants or others at a greater 
risk of harm (including physical, psychological, economic, or social 
harm) than was previously known or recognized.
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Safety 
Reporting: 
Unanticipated 
Problems

27



Homework

� Send Kara list of names (first/last) and email of those who will need 
REDCap access; both patient data and plasma

� Review training materials and videos at 
https://www.nattrauma.org/propolis-training-resources/

� Contact Kara to set up meeting time to go over any questions and for 
any additional training

� Send Kara contact information (email) for who should be notified at 
your center when an AE or UP is logged

� Facilitate coordination with local blood bank for plasma
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Questions?

29


