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PARTICIPANT INFORMATION SHEET AND CONSENT FORM 

 
 

STUDY INFORMATION 

Protocol Title:  

Phase 1 First in Human, Time Lagged, Parallel-Group, Single Ascending Dose Study of 
Tyzivumab in Healthy Adult Volunteers 

Principal Investigator: 
A/Prof Jenny Low Guek Hong 
Adjunct Principal Investigator 
SingHealth Investigational Medicine Unit 
Block 7 Level 7 Singapore General Hospital  
Outram Road, Singapore 169608 
Tel: (65) 6323 7532Fax: (65) 6323 3972 

Sponsor: 
Tychan Pte. Ltd. 
160 Robinson Road, #17-01 
Singapore 068914 

PURPOSE OF THE RESEARCH STUDY 
You are being invited to participate in a research study. Before you take part in this research 
study, it must be explained to you and you must be given the chance to ask questions. 
Please read carefully the information provided here. If you agree to participate, please sign 
the consent form. You will be given a copy of this document to take home with you. 

The purpose of this study is to study on a new drug, Tyzivumab that has not been tested in 
humans before. This drug is being developed to treat Zika virus (ZIKV) infection. ZIKV is 
transmitted by Aedes mosquitoes, which also spread dengue virus. Despite Singapore’s 
large-scale vector control program, ZIKV had its first outbreak in 2016. It is a generally a mild 
and self-limiting disease, with patients presenting symptoms such as mild fever, rash, 
conjunctivitis (red eyes), muscle or joint pain, and headache. However, the greatest concern 
is that infection during pregnancy could result in birth defects in the foetus, resulting in 
abnormal growth of multiple organs, especially in the brain. ZIKV could also infect the urine 
tract and reproductive organs, thus capable of spreading through sexual transmission. There 
are currently no specific therapeutic products approved for the prevention or treatment of this 
virus. 

In this study, we plan to use antibodies (which are immune molecules produced by our body 
to fight against infections) as a treatment against ZIKV infection. Tyzivumab, the drug that we 
are testing in this trial, is a human monoclonal antibody that is able to bind to ZIKV, 
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preventing it from infecting and entering healthy cells. 

This study will assess safety and tolerability of the drug in healthy volunteers (HV). 

You are being invited to participate in this study because you are a healthy volunteer. 

This study will recruit up to 24 healthy volunteers and will be conducted at SingHealth 
Investigational Medicine Unit (IMU) over a period of two years. 

STUDY PROCEDURES AND VISIT SCHEDULE 
If you agree to participate in this study, you will need to visit IMU for a total eight (8) times. 
The schedule of visits and procedures are as depicted below: 

Name of Visit Study Procedures 

Visit 1: Screening Visit  
(14 days before 1st dose) 

• A complete medical examination, 
including measurement of your 
height and weight, body 
temperature, blood pressure and 
breathing and heart rate 

• A review of your medical history 
including questions about your 
health 

• Blood and urine tests to check for 
HIV, Hepatitis B and C, liver and 
kidney functions and blood counts. 
For females, a urine pregnancy test 
may be done (if applicable) 

• An electrocardiogram (ECG) to 
check your heart 

Visit 2: ‘Inpatient’ stays 
(Days 0 - 3) 

• ‘Admit’ to IMU 
• Medical examination including 

measurement of body temperature, 
blood pressure and breathing and 
heart rate 

• Multiple electrocardiogram (ECG) 
during ‘admission’ 

• One time administration of study 
drug on Day 0 

• Collection of blood and urine 
samples for research and safety 
check 

Visits 3 – 8: Follow up visits 
(Days 5, 7, 14, 28, 56, 84) 

• Medical examination including 
measurement of body temperature, 
blood pressure and breathing and 
heart rate 

• Electrocardiogram (ECG) 
• Collection of blood and urine 

samples for research and safety 
check 
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Subsequent post-trial monitoring through weekly telephone calls will continue from Day 85 
onwards for another three (3) more months. 

In this study, there are six (6) doses to be tested in this study. Each subject will receive a 
single dose of Tyzivumab in the form of an intravenous infusion (the introduction of the drug 
into the body, through a vein). Each group will receive a higher dose of Tyzivumab than the 
previous group, as long as the investigator deems it safe to increase the dose further. You 
will not be able to choose which group to be in. The number of healthy volunteers 
participating in each group is as follows: 

Group 1: two (2) volunteers, 0.2 mg/kg 
Group 2: two (2) volunteers, 0.5 mg/kg 
Group 3: two (2) volunteers, 1 mg/kg 
Group 4: six (6) volunteers, 5 mg/kg  
Group 5: six (6) volunteers, 10 mg/kg 
Group 6: six (6) volunteers, 20 mg/kg 

Your urine and blood samples will be collected during this period. A total of not more than 20 
tablespoons of blood and 18 tablespoons of urine will be collected for this entire study. 

Any blood and urine samples obtained during the course of this study will be stored and 
analysed only for the purposes of this study for a period not exceeding 15 years. 

YOUR RESPONSIBILITIES IN THIS STUDY 

If you agree to participate in this study, you should: 

▪ Receive the infusion of the study drug (Tyzivumab) as instructed and follow the advice 
given to you by the study team. 

▪ Keep your study appointments. If it is necessary to miss an appointment, please contact 
the study staff to reschedule as soon as you know you will miss the appointment. 

▪ Be prepared to stay in IMU for three (3) days and, attend the follow up visits and undergo 
all the procedures that are outlined above. 

▪ Inform the Principal Investigator (PI) or study team as soon as possible about any side 
effects that you may have encountered. 

▪ Inform the PI or study team as soon as possible about any symptoms (e.g. mild fever, 
rash, conjunctivitis (red eyes), muscle or joint pain, and headache) of ZIKV and Dengue 
Virus (DENV) that you may have encountered, and to be tested immediately. 

▪ Report and monitor any symptoms of infections and testing of ZIKV and DENV infection. 
▪ Inform the investigator as soon as possible if you have been hospitalised during the 

study or post-study 3-months monitoring period. 
▪ Take protective measures against mosquito bites after drug (Tyzivumab) administration 

for the duration of the study (6 months). 
▪ Avoid travelling to countries with prevailing ZIKV or DENV outbreaks. 

WITHDRAWAL FROM STUDY 

You are free to withdraw your consent and discontinue your participation at any time without 
prejudice to you or effect on your medical care. If you decide to stop taking part in this study, 
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you should tell the Principal Investigator or the study team. 

However, the data that have been collected until the time of your withdrawal will be kept and 
analysed. The reason is to enable a complete and comprehensive evaluation of the study. 
The biological samples collected for the study will be deemed to be given to SingHealth and 
Tychan Pte. Ltd. and will not be returned to you. 

Your doctor, the Principal Investigator and/or the Sponsor of this study may stop your 
participation in the study at any time for one (1) or more of the following reasons: 

▪ Failure to follow the instructions of the Principal Investigator and/or study staff 

▪ The Principal Investigator decides that continuing your participation could be 

harmful to you 

▪ Pregnancy (if applicable) 

▪ You need treatment not permitted in the study 

▪ The study is cancelled 

▪ Other administrative reasons 

▪ Unanticipated circumstances 

WHAT IS NOT STANDARD CARE OR EXPERIMENTAL IN THIS STUDY 

The study is being conducted because Tyzivumab has not yet proven to be a standard 
treatment in subjects infected with ZIKV. We hope that your participation will help us to 
ascertain that Tyzivumab is safe to be administered in humans in both healthy subjects and 
ZIKV infected subjects. 

 

POSSIBLE RISKS, DISCOMFORTS AND INCONVENIENCES 

Risk from Investigational Product 

Some of the risks from the drug may include serious infusion reactions resulting in 
anaphylaxis (serious allergic reaction that can be life threatening) although most of these 
serious infusion reactions are manageable. Different antibodies have different rates of 
serious infusion reactions, and the rate of serious infusion reactions for this drug is not 
known. These infusion reactions include, but not limited to, fever, chills, rigors, nausea, 
vomiting, pain, headache, dizziness, shortness of breath, airway constriction, hypotension, 
hypertension, itch, rash, swelling of the eye, diarrhoea, palpitation and chest pain. 

Tyzivumab, our study drug, is administered as a single dose infusion and directed at the 
virus. As a result, it is considered to be of low probability that these findings of serious 
adverse events will be observed with Tyzivumab. 

Tyzivumab levels in circulation are expected to decline over a period of six months post 
administration to undetectable levels. During this period of waning drug levels, there is a 
potential risk of severe disease upon new infection with Zika or Dengue viruses. 
Given the potential for acute severe hypersensitivity and other adverse reactions observed 
with other monoclonal antibody therapies, as additional precaution, subjects / volunteers will 
be closely monitored for relevant signs and symptoms following administration of Tyzivumab 
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as outlined in the study protocol. 

Tyzivumab is a monoclonal antibody binding to a foreign target (Zika Virus). 

Risk from Procedures 

- IV Infusion 
Infiltration: the infusion of fluid and/or medication outside the intravascular space into the 
surrounding soft tissues. 
Localized collection of blood outside the blood vessels 
Large volume of air entering the vein 
Inflammation of the vein 
Inflammation associated with a thrombus (blood clot) 
 

- Cannula Insertion 
Momentary discomfort at site of insertion 
Needle-stick injuries 
Infection at site of insertion 
Unintentional cannulation of surrounding arteries 
Localized collection of blood outside the blood vessels  
Inflammation of the vein 
Inflammation associated with a thrombus (blood clot) 
 

- Blood Draw 
Momentary discomfort at site of insertion 
Needle-stick injuries 
Possible bleeding, bruising, redness and swelling around site of blood draw 
Feeling of light-headedness when blood is drawn 
Infection at site of blood draw 

 

POTENTIAL BENEFITS 
Although there are no direct potential benefits in healthy volunteers, your participation may 
add value to the medical knowledge about the use of Tyzivumab in humans. This would in-
turn help establish safety information for the administration of Tyzivumab in humans in the 
future. 
 

IMPORTANT INFORMATION FOR WOMEN PARTICIPANT 

The effect of Tyzivumab on a baby's development is not known. Therefore, pregnant and 
breast-feeding women may not take part in this study. Women who have a chance of 
becoming pregnant must have a negative pregnancy test at study entry and use birth control 
during the study. If you become pregnant during this study, you must inform your doctor, the 
Principal Investigator or the study team immediately. 
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COSTS OF PARTICIPATION 
If you take part in this study, the following will be performed at no charge to you: all blood 
tests, urine test and electrocardiogram. 

You will be reimbursed for your time, inconvenience and transportation costs as follow: 

 

Day Amount 

Screening $60.00 

Day 0 – 3 (‘Inpatient’) $250.00 per day (Total: $750.00, if completed) 

Day 5, 7, 14, 28, 56, 84 (‘Outpatient’) $80.00 per visit (Total: $480.00, if completed) 

Total Amount (if subject completes study) $1,290.00 
 

PARTICIPANT’S RIGHTS 

Your participation in this study is entirely voluntary. Your questions will be answered clearly 
and to your satisfaction. 

In the event of any new information becoming available that may be relevant to your 
willingness to continue in this study, you or your legal representative will be informed in a 
timely manner by the Principal Investigator or his / her representative and further consent 
may be required. 

By signing and participating in the study, you do not waive any of your legal rights to revoke 
your consent and withdraw from the study at any time. 

CONFIDENTIALITY OF STUDY AND MEDICAL RECORDS 

Your participation in this study will involve the collection of Personal Data. Personal Data 
collected for this study will be kept confidential. Your records, to the extent of the applicable 
laws and regulations, will not be made publicly available. Only your Investigator(s) will have 
access to the confidential information being collected. 

However, SingHealth, Regulatory Agencies, Institutional Review Board, the Ministry of Health 
and Singapore Clinical Research Institute will be granted direct access to your original 
medical records to check study procedures and data, without making any of your information 
public. 

By signing the Consent Form, you consent to (i) the collection, access to, use and storage of 
your Personal Data by SingHealth, and (ii) the disclosure of such Personal Data to our 
authorised service providers and relevant third parties for the purpose of future research 
studies (“Future Studies”). 

“Personal Data” means data about you which makes you identifiable (i) from such data or (ii) 
from that data and other information which an organisation has or likely to have access. 
Examples of personal data include medical conditions, medications, investigations and 
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treatment history. 

By signing the Consent Form, you also confirm that you have read, understood and 
consented to the SingHealth Data Protection Policy, the full version of which is available at  
www.singhealth.com.sg/pdpa. 

Research arising in the future, based on this “Personal Data”, will be subject to review by the 
relevant institutional review board. 

Data collected and entered into the Case Report Forms are the property of SingHealth. In the 
event of any publication regarding this study, your identity will remain confidential. 

RESEARCH RELATED INJURY AND COMPENSATION 
Compensation for the research related injury shall be paid by Tychan Pte. Ltd. according to 
the Association of the British Pharmaceutical Industry’s (ABPI) Clinical Trial Compensation 
Guidelines. Broadly speaking, the ABPI guidelines recommend that without legal 
commitment, participants should be compensated by Tychan Pte. Ltd. without having to 
prove that Tychan Pte. Ltd. is at fault. There are limitations to compensation in the ABPI 
guidelines. A copy of the ABPI guidelines will be provided to you upon request. 
 
By signing the Consent Form, you will not waive any of your legal rights or release the 
parties involved in this study from liability for negligence. 

WHO TO CONTACT IF YOU HAVE QUESTIONS REGARDING THE STUDY 
If you have questions about this research study or in the case of any injuries during the 
course of this study, you may contact the Principal Investigator: 

A/Prof Jenny G. Low 
SingHealth Investigational Medicine Unit 
Block 7 Level 7, Singapore General Hospital, 
Outram Road, Singapore 169608 
Tel No.: +65 6321 3479 
 
24 hour contact number: 
Clinical Research Coordinator: Mr Tay Bo Hong 
Phone: +65 8318 0637 

WHO HAS REVIEWED THE STUDY 
This study has been reviewed by the SingHealth Centralised Institutional Review Board for 
ethics approval. 

If you have questions about your rights as a subject, you can call the SingHealth Centralised 
Institutional Review Board at +65 6323 7515 during office hours (8:30 am to 5:30pm). 

If you have any feedback about this research study, you may contact the Principal 
Investigator or the SingHealth Centralised Institutional Review Board.  

 

http://www.singhealth.com.sg/pdpa
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CONSENT FORM 

Details of Research Study 
Protocol Title: 
Phase 1 First in Human, Time Lagged, Parallel-Group, Single Ascending Dose Study of 
Tyzivumab in Healthy Adult Volunteers 
Principal Investigator: 
A/Prof Jenny G. Low 
SingHealth Investigational Medicine Unit 
Block 7 Level 7, Singapore General Hospital, 
Outram Road, Singapore 169608 
Tel No.: +65 6321 3479 
Participant’s Particulars 

Name:        NRIC No.: 

Address: 

Sex:  Female / Male       Date of Birth:   _______________ 
                        dd/mm/yyyy                     

Race:  Chinese/ Malay / Indian / Others (please specify):   ________________________       

 
 
I agree to participate in the research study as described and on the terms set out in the Participant 
Information Sheet.  
 
I have fully discussed and understood the purpose and procedures of this study. I have been given 
the Participant Information Sheet and the opportunity to ask questions about this study and have 
received satisfactory answers and information.  
 
I understand that my participation is voluntary and that I am free to withdraw at any time, without 
giving any reasons and without my medical care being affected.  
 
By participating in this research study, I confirm that I have read, understood and consent to the 
SingHealth Data Protection Policy. I also consent to the use of my Personal Data for Future 
Research.  
 
 
 
 
 
_______________________       __________________________      ________________ 
         Name of Participant                  Signature / Thumbprint (Right / Left)          Date of Signing 
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To be filled by parent / legal guardian / legal representative, where applicable 
 
I hereby give consent for the above participant to participate in the proposed research study. The 
nature, risks and benefits of the study have been explained clearly to me and I fully understand 
them. 
 
I confirm that I have read, understood and consent to the SingHealth Data Protection Policy. I also 
consent to the use of the participant’s Personal Data for Future Research.  
 
 
 
 
________________________       __________________________         _______________ 
         Name of Participant’s                                  Signature                          Date of Signing 

Parent / Legal Guardian / 
   Legal representative 

 
To be filled by translator, if required 
 
The study has been explained to the participant / legal representative in 
 
 
____________________________________by _____________________________________. 
                             Language                                                           Name of Translator 
 
To be filled witness, where applicable 
 
An impartial witness should be present during the entire informed consent discussion if a 
participant or the participant’s legal representative is unable to read. After the written consent form 
and any written information to be provided to participant, is read and explained to the participant or 
the participant’s legal representative, and after the participant or the participant’s legal 
representative has orally consented to the participant’s participation in the study and, if capable of 
doing so, has signed and personally dated the consent form, the witness should sign and 
personally date the consent form. 
 
 
Witnessed by: ________________________________ ________________________ 
  Name of Witness  Designation of Witness 
 
 
 
 ________________________________ ________________________ 
  Signature of Witness  Date of Signing 
 
Investigator’s Statement 

I, the undersigned, certify to the best of my knowledge that the participant/participant’s legal 
representative signing this consent form had the study fully explained and clearly understands the 
nature, risks and benefits of his/ her/ his ward’s/ her ward’s participation in the study. 
 
 
________________________ _______________________ ________________ 
         Name of Investigator  Signature   Date 
 

 


