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PARTICIPANT INFORMATION SHEET

You are being invited to participate in a research study.

Before you take part in this research study, the study 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 informed consent form. You will be given a copy of this document to take home with you.


This form is in a format which complies with the 21 mandatory points in the Singapore Good Clinical Practice Guidelines. Please overwrite, insert or delete sections which are not relevant to your study. This template serves to raise for attention crucial elements of Singapore GCP.

If the investigator has a pre-existing Participant Information Sheet format which is demanded by or standard for various external trial designs (e.g., multicentre drug trials), or has another template which conforms to the Singapore GCP guidelines, this can be substituted for this template. However, Investigators are reminded to compare the elements in their PIS forms with this template to ensure that all the key elements are present.

Investigators are reminded to keep the level of language in the Participant Information Form to around the reading level of an 8th to 10th Grade school student. Long technical terms should be avoided or explained in detail. Every effort to ensure the language is clear and simple should be made.

	STUDY INFORMATION

	Protocol Title: 

	A pilot randomised control study of the effectiveness of a customised nanotextile wet garment treatment on moderate and severe atopic dermatitis

	Site Principal Investigator:

Dr. Lee Haur Yueh

Department of Dermatology

Singapore General Hospital

6326 6866
Co- Investigator

Ms He Huiling

Duke-NUS Medical School

94736820

Sponsor:

	Nanotextile garments sponsored by ETAM merchandising pte ltd


	PURPOSE OF THE RESEARCH STUDY

	You are being invited to participate in a research study of the use of nanotextile garment in wet wrap therapy (WWT) to improve the treatment of moderate to severe atopic dermatitis (AD). WWT is the use of wet bandages wrapped over emollients and/or topical steroid creams to eczematous areas. Nanotextile garment refers to polyester clothing. We hope to learn about the efficacy of using nanotextile garment in WWT for treating moderate to severe AD. You are selected as a possible participant in this study because you have moderate or severe atopic dermatitis.
This study will recruit 63 participants from Singapore General Hospital and 63 participants from KK Women’s and Children’s Hospital over a period of 2 years. 



	STUDY PROCEDURES AND VISIT SCHEDULE

	If you agree to take part in this study, you will be assessed by dermatologists and randomised to receive topical treatment with nanotextile garments for WWT or Tubifast garments for WWT. 
Randomisation means assigning you to one of 2 groups by chance, like tossing a coin or rolling dice.
If you agree to take part in this study, you will be asked to start on topical treatment with WWT using nanotextile or Tubifast garment with regular medical assessments. You will also be required to fill in survey forms before and after the treatment). 
Photographs of eczematous areas of the body will be taken as part of the study (which may include face and private body parts of lesions are seen there). If you agree to take part in this study, you will be asked to give permission for photo taking of the eczematous areas of your body and to sign on a separate informed consent form. Your participation in the study will last 2 weeks. You will need to visit the doctor’s office 2 times in the course of the study.
Schedule of visits and procedures: 

Screening (1st day): Assessment of AD and recruitment

Visit 1 ( Week 1): Assessment of AD 
Final Visit (Week 2): Assessment of AD and patient survey


	YOUR RESPONSIBILITIES IN THIS STUDY

	If you agree to participate in this study, you should:
· Use topical treatment as instructed by the dermatologist.

· Use the WWT garment or Tubifast garment as instructed and follow the advice given by the study team. 
· Keep the 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.
· Inform the Principal Investigator as soon as possible about any side effects that you may have encountered. 
· Be prepared to visit the hospital (2 visits) and undergo all the procedures that are outlined above. 


	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. You will not be required to return the nanotextile garments. You will continue to receive topical treatment and follow-up assessments as necessary. If you decide to stop taking part in this study, you should tell the Principal Investigator.
Your doctor, the Principal Investigator and/or the Sponsor of this study may stop your participation in the study at any time for one or more of the following reasons:
· Failure to follow the instructions of the Principal Investigator and/or study staff. 

· If you experience severe adverse reactions to the nanotextile garment
· If you cannot come for regular follow-up visits to the clinic as detailed above.

· 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 nanotextile garment is not yet proven to be a standard treatment in participants with atopic dermatitis. We hope that your participation will help us to determine whether WWT using nanotextile garments is equal or superior to Tubifast garment.


	POSSIBLE RISKS, DISCOMFORTS AND INCONVENIENCES

	· Adverse reactions to WWT garment such as skin irritation

· Inconvenience due to daily use of WWT garment


	POTENTIAL BENEFITS

	If you participate in this study you may reasonably expect to benefit from the WWT garment in the following way: Faster recovery of AD by enhancing absorption of emollients and topical steroids


	ALTERNATIVES

	Patients requiring WWT will be treated with Tubifast bandages (made of viscose, polyamide and elastene)


	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.

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

	Information 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, Regulatory Agencies, Institutional Review Board and Ministry of Health 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 Singapore General Hospital, 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”). 
Where required, such Future Studies will be submitted for review and necessary approval by the relevant institutional review board. 

 “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 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. 
Data collected and entered into the Data Collection Form(s) are the property of Singapore General Hospital. In the event of any publication regarding this study, your identity will remain confidential.

	COSTS OF PARTICIPATION

	If you take part in this study, the following will be performed at no charge to you: wet wrap garment for topic dermatitis treatment
There will be no reimbursement of participants in this study for travel and topical treatment.

	RESEARCH RELATED INJURY AND COMPENSATION

	The Hospital does not make any provisions to compensate study participants for research related injury. However, compensation may be considered on a case-by-case basis for unexpected injuries due to non-negligent causes.

By signing this 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

	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 Site Principal investigator Dr Lee Haur Yueh (SGH) at 6326 6866 or co- Investigator Ms. He Huiling (94736820).
This study has been reviewed by the SingHealth Centralised Institutional Review Board for ethics approval. 

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

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


	CONSENT BY RESEARCH PARTICIPANT


	Details of Research Study

	Protocol Title:

A pilot randomised control study of the effectiveness of a customised nanotextile wet garment treatment on moderate and severe atopic dermatitis
Site Principal Investigator:

Dr Lee Haur Yueh, Singapore General Hospital, 6326 6866

	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 Patient 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


	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.

________________________       __________________________         _______________

         Name of participant’s                                  Signature
                         Date of signing

         parent /legal guardian


	Translator Information (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 informed consent form and any written information to be provided to participants, 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 patient/patient’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
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