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CINCINNATI CHILDREN'S HOSPITAL MEDICAL CENTER 

INFORMED CONSENT 

Study Title: First-in-Human Safety and lmmunogenicity Evaluation of an 
Intramuscular Campylobacter jejuni Conjugate Vaccine (CJCV2) with and 
without Army Liposome Formulation containing QS-21 (ALFQ) 

KEY INFORMATION: 

Reason for Research Study: 
We are testing an experimental vaccine (CJCV2) in healthy adults against a 
germ called Campylobacter. Campylobacter is a common cause of diarrhea 
that may be severe in young children, the elderly, and people who have other 
health problems. Ways to prevent infection with Campylobacter, such as with a 
vaccine, are needed because the bacteria are becoming resistant to many of 
the antibiotics, we have to treat the infection. 

A vaccine mirrors infection and causes our body to produce an immune 
response that may protect us from becoming sick if we were exposed to the 
bacteria in the future. To increase the effect of the vaccine, we also will be 
using an adjuvant called ALFQ. Adjuvants are substances that boost the body's 
immune response. 

To date, ALFQ has been administered to people participating in a trial to 
evaluate a vaccine against malaria. The main reasons for this research study 
are to find out if CJCV2 and ALFQ are safe and see how strong of an immune 
response our body makes to the vaccine. 

Investigator: 
Dr. Robert Frenck 

Contact     
Info: 
Industry Protocol #: 
DMID 19-0003 

Drug Name: 
Campy/obacter jejuni 
Conjugate Vaccine 
(CJCV2), Army Liposome 
Formulation containing 
QS-21 (ALFQ) 

Funding: 
Division of Microbiology 
and Infectious Diseases 
(DMID), National Institute 
of Allergy and Infectious 
Diseases (NIAID), 
National Institutes of 
Health (NIH) 

The current trial will provide additional experience with ALFQ as a vaccine adjuvant. This is the 
first time that CJCV2 and ALFQ will be given together in humans. The main reasons for this 
research study are to find out if CJCV2 and ALFQ are safe and see how strong of an immune 
response our body makes to the vaccine. 

Your participation in the study will last for about 15 months. We will give you a handout that tells 
you what will happen at each study visit; but briefly, during the study you will: 

• Have 17 visits: Come to the clinic for at least 9 visits, including a screening visit to see if
you are eligible to be in the study (you will have a physical exam and we will review your
health history) and for 8 visits you have the option to either come to the clinic or have
virtual visits via the phone.

• Receive 3 vaccine shots (each about a month apart)
o Half of the people in a cohort will receive vaccine plus ALFQ and the other half

will receive vaccine alone. This will be decided randomly (like a flip of a coin)
o If female, you will have a urine pregnancy test before each vaccine dose

• Give a blood sample 9 times and bring in a stool (poop) sample 4 times
• Will be contacted by the study staff at least 2 times after the last vaccination happens

Possible Risks from Being in This Study: 
You may have some pain or bruising at the site your blood was collected. Very rarely, you could 
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Very rarely, people who have received vaccines with adjuvant have developed illnesses, 
sometimes serious, called autoimmune diseases, where their immune system harms their own 
body. These illnesses have also developed in people who have not received these vaccines. 
We do not know if the study vaccine can actually cause autoimmune diseases. 

Rarely, vaccines and adjuvants can cause a severe allergic reaction within a few minutes to a 
few hours after vaccination. Signs of a severe allergic reaction can include hives, swelling of the 
face and throat, difficulty breathing, a fast heartbeat, dizziness, and weakness. We will observe 
you for reactions for 30 minutes after each vaccine and there will be medicines available to treat 
allergic reactions. 

If I Have Questions About: 

• This study, a study emergency, any research-related concerns, or complaints of injuries, 
you may call Dr. Frenck, the study doctor, or the Study Nurse Coordinator at 

• Your rights as a research participant, you may call the Institutional Review Board (IRB) 
at   . The IRB is a group of scientists and community members who make sure research 
meets legal and ethical standards.

Privacy: 
Efforts will be made to limit the use and disclosure of your personal information, including 
research study and medical records, to people who have a need to review this information. We 
cannot promise complete privacy. Organizations that may inspect and copy your information 
include the IRB and other representatives of this organization. 

You will be registered in the Cincinnati Children's Hospital Medical Center's (CCHMC) 
computer system as a research patient. We will keep a copy of this consent form in your 
research chart. To keep your information private and confidential, CCHMC and/or the 
study doctor will: 

• Use code numbers instead of your name in your study chart
• Limit the people who can see your study records
• Not identify you in any records or articles published about the study findings

By signing this consent form, you are giving permission for parts of your medical and 
research records related to this study to be reviewed by: 

• Cincinnati Children's Hospital Medical Center (CCHMC)
• The study doctor and CCHMC research staff who are part of the study
• The CCHMC Institutional Review Board and the Office for Research Compliance and

Regulatory Affairs
• The sponsor: National Institutes of Health (NIH) or authorized representative
• The Department of Defense (DOD) or their representatives
• Your personal healthcare provider

The Food and Drug Administration (FDA) may review your records since they are in charge of 
studies of experimental, unapproved vaccines. 
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