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MyDerm® as Skin Replacement  in Treatment of Patients with 
Diabetic Ulcers, Burn and Trauma Injuries 

Protocol Number:  UKM-CTT-001 

 

STATEMENT OF COMPLIANCE 

The production is in accordance to the design and specific provisions of this IRB approved 
protocol, in accordance with the ethical principles that have their origin in the Declaration of 
Helsinki, and that are consistent with International Conference on Harmonisation - Good 
Clinical Practice (ICH-GCP) and the applicable regulatory requirement(s). The Principal 
Investigator will assure that no deviation from, or changes to, the protocol will take place 
without prior agreement from the sponsor and documented approval from the IRB, except 
where necessary to eliminate an immediate hazard(s) to the trial patients. The Principal 
Investigator will promptly report to the IRB and the sponsor any changes in research activity 
and all unanticipated problems involving risk to human patients, or others. 

 

CONFIDENTIALITY STATEMENT 

This document contains confidential information that must not be disclosed to anyone other 
than the Sponsor, the Clinical Team, regulatory authorities, and members of the UKM 
Medical Faculty Research Committee and Ethics Committee.   
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LIST OF ABBREVIATIONS 

 

AE Adverse Event/Adverse Experience 

ARCBS Australian Red Cross Blood Service 

C&S Culture and Sensitivity 

cGMP Current Good Manufacturing Practice 

CRF Case Report Form 

GCP Good Clinical Practice 

ICF Informed Consent Form 

ICH International Conference on Harmonisation 

ID Identification 

IRB Institutional Review Board 

MREC  Medical Research and Ethics Committee 

N Number 

OHRP Office for Human Research Protections 

PI Principal Investigator 

RA Rheumatoid Arthritis 

SAE Serious Adverse Event/Serious Adverse Experience 

SLE Systemic Lupus Erythematosus 

SSG Split Skin Graft 

TE Tissue Engineering 

TGA Therapeutics Goods Administration 

UKM Universiti Kebangsaan Malaysia 

UKMMC Universiti Kebangsaan Malaysia Medical Centre 

 
 
 

 
 
 
 
 

  

 

http://www.hopkins-arthritis.org/ask-the-expert/systemic-lupus-erythemato-022/ra-732.html
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PROTOCOL SUMMARY 

 

Title:  “MyDerm®” as Skin Replacement in Treatment of 
Patients with Diabetic Ulcers, Burn and Trauma Injuries 

Objective:  To treat diabetic ulcers, burn and trauma injuries using 
“MyDerm®™” as skin replacement 

Description of 
Agent or 
Intervention: 

 Tissue-engineered autologous bilayered skin constructs 
to be grafted onto diabetic ulcers, burn and trauma 
injuries 
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SCHEMATIC OF TREATMENT DESIGN 
 

  Obtain informed consent. Screen patients by criteria; obtain history, document Screening 

Perform serological test & wound swab culture 
 
 
 

Debridement and swab culture will be taken 

Negative in all serology tests and swab culture: Enroll for treatment 

Documentation of wound by photo. Implantation of MyDerm®; standard dressing Day 0 
(Visit 1) 

Vital signs and local observation Day 1-6 

Documentation of wound by photo. Clinical & AE assessment, dressing. Patient discharged 
Day 14 
(week 2) 

Day 35 
(Visit 5, week 5) 

Skin biopsy for MyDerm® production 

Admit patient 3 days before implantation; perform C&S and debridement if necessary 

Documentation of wound by photo. Clinical & AE assessment, dressing 

 

Day 7 

Day 28  
(Visit 4, week 4) 

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Day 42 
(Visit 6, week 6) 

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Monitoring of wound 3 months after End of Treatment 

Day 19 
(Visit 2) 

Day 24 
(Visit 3) 

Day 56 
(Visit 7, week 8) 

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Documentation of wound by photo. Follow-up Clinical & AE assessment;  

Day 84 
(Visit 8, week 12) Documentation of wound by photo. Follow-up Clinical & AE assessment;  

General Blood Test 

 
Day -3 to -1 
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1 Key Roles 

Individuals: Principal: Dr. Khairul Idzwan Baharin 

 
Medical Monitor: Dr. Anthony Gaprialraj A/L Iruthayaraj 

 Program Official:  
 
Title/Name: Dr. Khairul Idzwan Baharin 
Address: Cell Tissue Technology Laboratory, 
12 floor, Clinical Block, UKM Medical Centre, Jalan Ya’acob Latiff,  
56000 Cheras, Kuala Lumpur, Malaysia 
Contact Number: 03-95453737 
Fax Number: 03-95453737 
E-mail: drk.email@yahoo.com  
 
 
Title/Name: Dr. Mohd Heikal Mohd Yunus 
Address: Cell Tissue Technology Laboratory, 
12 floor, Clinical Block, UKM Medical Centre, Jalan Ya’acob Latiff,  
56000 Cheras, Kuala Lumpur, Malaysia 
Contact Number: 03-95453737 
Fax Number: 03-95453737 
E-mail: production@cell-tissue.com  
 

Institutions: Institution Name: Cell Tissue Technology Laboratory, UKMMC 
Address: 12 floor, Clinical Block, UKM Medical Centre, Jalan Ya’acob 
Latiff, 56000 Cheras, Kuala Lumpur, Malaysia 
Contact Person/Local Investigator: Dr. Khairul Idzwan Baharin 
Phone Number: 03-95453737 
Fax Number: 03-95453737 
E-mail: drk.email@yahoo.com  
 
 
 
 
 
 
 
 
 
 
 

 

 
 

mailto:drk.email@yahoo.com
mailto:production@cell-tissue.com
mailto:drk.email@yahoo.com
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2 Introduction: Background Information and Scientific Rationale 

2.1 Background Information and Rationale 

Skin is the largest and highly complex organ in the human body covering the outer part 
of the body 1.  Anatomically and functionally, it consists of two layers: the superficial 
epidermal layer which is mainly made up of keratinocyte and the deeper dermal layer 
which is made up of fibroblast 2-4.   Epidermis acts as the front line defense against 
infection and other harmful biological agents 1, 2.  It also plays an important role in our 
body heat regulation, evaporation control to prevent moisture loss and acts as a water 
resistant barrier so essential nutrients aren't washed out of the body 5, 6.   The deeper 
dermis layer is responsible for the elasticity and mechanical integrity of the skin 4. 

Because of the soft and fragile structure, skin can be easily damaged under certain 
circumstances such as heat, chemical, traumatic injuries and diseases such as difficult 
to heal diabetic ulcers and pressure sores 1 

In minor injuries, the epidermis will re-grow if there are sufficient epidermal cells 
remaining in the dermis.  The healing process involves regeneration of the epidermis 
and repair of the dermis, sometimes with the formation of scars.  However, for major 
injuries, extensive burns or non-healing ulcers where skin regeneration is impaired, 
patients are susceptible to bacterial infection which could be fatal if they become septic 
7, 8 

Skin substitutes play an important role in treatment of skin loss due to injuries or 
diseases.  There are three categories of skin substitutes: the first type is grafts made 
from cultured keratinocytes forming the epidermal layer with no dermal components, 
the second type is grafts made from cultured fibroblasts forming the dermal layer with 
no epidermal components, and the third is a bilayer skin graft containing both dermal 
and epidermal layer 4. 

Many skin substitutes are derived from a mixture of biologically derived components 
and non-biological substances 2.  Most of these skin substitutes are for wound 
coverage and act as a temporary biological dressing that needs to be removed after a 
certain amount of time 9-12.  Others are for wound closure 4. 

The current treatment for massive skin loss in Malaysia is with split skin graft (SSG) 
where a layer of skin is removed from a healthy part of the body (donor site) and 
grafting it onto the wound.  Although this is an effective treatment for burn and trauma 
cases, there are certain disadvantages: i) SSG requires harvesting of a large area of 
skin from donor site which might increase the risk of infection, ii) there may be a limited 
amount of good skin available for patients with massive skin loss, iii) the process is 
more painful and may result in scarring, iv) SSG is not advisable for patients with 
compromised healing abilities such as diabetic individuals. Due to these shortcomings, 
the Tissue Engineering Centre of the National University of Malaysia Medical Centre 
(UKMMC) has developed an alternative treatment for skin injuries.  This centre has 
established itself as a national reference centre for TE research in Malaysia 13.  In 
2004, the centre managed to file a patent for one of their products called “MyDerm®”.  
“MyDerm®” is an engineered bilayer skin construct which is fully autologous.  It is 
called autologus when the entire biological source was taken from a person and the 
constructed skin was grafted back to the same person. This fully autologous skin 
construct will eliminate the risk of immune rejection and cross contamination, and it is 
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also a full-thickness bilayer skin.  It can also be completely up taken and integrated 
into the patient’s skin as skin substitute is constructed from the patient’s own skin 
biopsy.  To date, no serious adverse event has been reported from the use of this 
bilayered skin substitute. 

The initial skin biopsy for constructing the skin substitute is only 3cm2 and after 
separate culturing of keratinocytes and fibroblasts (cells which made up the epidermal 
and dermal layers in skin), a construct of about 100cm2 can be made.  Scarring from 
this procedure will be minimal as only a small piece of skin will be required from the 
donor site.  It would be less painful and had reduced risk of infection especially for 
patients with impaired wound healing. 

 

2.2 Potential Risks and Benefits 

2.2.1 Potential Risks/Discomfort 

Failure to heal, possible risk of infection, discomfort at biopsy and grafting sites, 
possibility of subsequent skin biopsy and re-bleeding. 

 

2.2.2 Known Potential Benefits 

Bilayered skin construct which is fully autologous will eliminate the risk of 
immune rejection and cross contamination. It is also a full-thickness bilayer skin 
and can be completely up taken and integrated into the patient’s skin as skin 
substitute is constructed from the patient’s own skin biopsy.  Scarring from this 
procedure will be minimal as only a small piece of skin will be required from the 
donor site.  It would be less painful and had reduced risk of infection especially 
for patients with impaired wound healing. 

 

3 Objective 

3.1 Objective 

 To treat diabetic ulcers, burn and trauma injuries using “MyDerm®”  

 

3.2 Treatment Outcome Measures 

 Early outcome (end of week 2): No signs and symptoms of inflammation (no 
redness, swelling, pain). Painless mobilization 

 Intermediate outcome (end of week 6): Complete healing of the wound 

 Late outcome (end of month 6): Presence of hypertrophic scar/keloid 
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4 Treatment Design 

The expected duration of treatment is 12 weeks (not including screening period) 

Screening 

 Patient who fulfills all inclusion/exclusion criteria will be recruited 

 Clinical team to explain clinical procedures, possible risks and benefits to patient 

 Patient to sign Informed Consent Form (ICF) if agree to enroll 

 Record medical history 

 Serological tests, C&S to be performed upon signing of ICF 

 Skin biopsy taken from hidden folds of the body for culturing 

 

Treatment 

Day -3 to -1 

 Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Day 0:  

 Implantation of “MyDerm®” on wound followed by standard dressing with normal 
saline, dry paraffin gauze and tight bandage  

 Documentation of wound by photograph 

 All patients will be kept in Ward for 2 weeks 

 

Day 1-6:  

  Vital signs, local observation (smell, redness around bandage, color of bandage) 

 

Day 7: 

 Wound inspection and documentation of wound by photograph 

 Wound size measurement 

 Dressing and Adverse Event (AE) assessment 

 Monitor for underlining medical problems 

 Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 
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Day 14:  

 Wound inspection and documentation of wound by photograph 

 Wound size measurement 

 Dressing and Adverse Event (AE) assessment 

 Monitor for underlining medical problems 

 Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 Patient discharged from Ward at Day 14 

 

Follow-up 

Day 19 

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 

 

Day 24 

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 

 Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Day 28 (Week 4):  

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 
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Day 35 (Week 5) 

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 

 Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Day 42 (Week 6) 

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 

 

Day 56 (Week 8) 

 Follow-up after discharge for wound inspection, dressing and AE assessment 

 Documentation of wound by photograph 

 Wound size measurement 

 Monitor for underlining medical problems 

 

Day 84 (Week 12):  

 Final follow-up for wound inspection and End of Treatment 

 Documentation of wound by photograph 

 Wound size measurement if applicable 

 Monitor for underlining medical problems 

 

Month 6 Monitoring 

 Monitoring of wound 3 months after End of Treatment 

 Documentation of wound by photograph if necessary 
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5 Treatment Enrolment and Withdrawal 

5.1 Patient Inclusion Criteria for diabetic patients 

 18-60 years old   

 Male and female 

 Patient is mentally competent (mini mental state examination) 

 Single area of skin defect minimum 5cm2  wound size 

 Skin defect due to diabetic ulcer  

 No Osteomyelitis post debridement 

 Clinically and microscopically clean wound and no organism from swab/tissue 

culture 

 Negative serology test 

 Adequate vascular supply to target extremity (ankle brachial systolic index 0.8-

1.2) 

 Been informed of treatment procedure and have signed inform consent 

 Willing to stay in the hospital for at least 18 days in total 

 Fasting blood glucose ≤ 5.8 mmol/L 

 HbA1c ≤ 7% 

 

5.2 Patient Inclusion Criteria for burn patients 

 18-60 years old 

 Male and female 

 Patient is mentally competent (mini mental state examination) 

 Single area of skin defect minimum 5cm2  wound size 

 Skin defect due to burn injury  

 Clinically and microscopically clean wound and no organism from swab/tissue 

culture 

 Negative serology test 

 Been informed of treatment procedure and have signed inform consent 

 Willing to stay in the hospital for at least 18 days in total 
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5.3 Patient Inclusion Criteria for trauma patients 

 18-60 years old 

 Male and female 

 Patient is mentally competent (mini mental state examination) 

 Single area of skin defect minimum 5cm2  wound size 

 Skin defect due to trauma 

 Clinically and microscopically clean wound and no organism from swab/tissue 

culture 

 Negative serology test 

 Been informed of treatment procedure and have signed inform consent 

 Willing to stay in the hospital for at least 18 days in total 

 

5.4 Patient Exclusion Criteria for diabetic patients 

 Pregnant/lactating women 

 Undergoing immunosuppressive therapy 

 Evidence of malnutrition / Severe underweight (body mass index <16) 

 Clinically significant medical conditions, which would impair wound healing  

a) Active malignancy/ neoplastic disease 

b) Anemia 

c) Acute or chronic renal failure 

d) Liver cirrhosis or active hepatitis (Normal LFT and Hepatitis screening) 

e) Heart disease (No history of heart disease and normal ECG) 

f) Other endocrinological disorders eg.Thyroid, Cushing 

g) Autoimmune disorder eg SLE, RA 

h) Immunosuppressive condition, congenital or acquired 

 Past medical history of hypertrophic scarring or keloid disease 

 Sepsis (WBC, ESR, temperature, CRP) 

 Not fit for general anaesthesia (ASA grading) 

 Wound to be treated located at plantar fascia 
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5.5 Patient Exclusion Criteria for burn patients 

 Pregnant/lactating women 

 Undergoing immunosuppressive therapy 

 Evidence of malnutrition / Severe underweight (body mass index <16) 

 Clinically significant medical conditions, which would impair wound healing  

a) Active malignancy/ neoplastic disease 

b) Anemia 

c) Acute or chronic renal failure 

d) Liver cirrhosis or active hepatitis (Normal LFT and Hepatitis screening) 

e) Heart disease (No history of heart disease and normal ECG) 

f) Diabetes Type I and II 

g) Other endocrinological disorders eg.Thyroid, Cushing 

h) Autoimmune disorder eg SLE, RA 

i) Immunosuppressive condition, congenital or acquired 

 Past medical history of hypertrophic scarring or keloid disease 

 Sepsis (WBC, ESR, temperature, CRP) 

 Not fit for general anaesthesia (ASA grading) 

 Wound to be treated located at plantar fascia 

 

5.6 Patient Exclusion Criteria for trauma patients 

 Pregnant/lactating women 

 Undergoing immunosuppressive therapy 

 Evidence of malnutrition / Severe underweight (body mass index <16) 

 Clinically significant medical conditions, which would impair wound healing  

a) Active malignancy/ neoplastic disease 

b) Anemia 

c) Acute or chronic renal failure 

d) Liver cirrhosis or active hepatitis (Normal LFT and Hepatitis screening) 

e) Heart disease (No history of heart disease and normal ECG) 
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f) Diabetes Type I and II 

g) Other endocrinological disorders eg.Thyroid, Cushing 

h) Autoimmune disorder eg SLE, RA 

i) Immunosuppressive condition, congenital or acquired 

 Past medical history of hypertrophic scarring or keloid disease 

 Sepsis (WBC, ESR, temperature, CRP) 

 Not fit for general anaesthesia (ASA grading) 

 Wound to be treated located at plantar fascia 

 

5.7 Endpoints 

 Patient require 2nd skin graft on grafting site during treatment period 

 Consider as treatment failure if skin substitute uptake less than 50% by week 

12 (documented by photograph) 

 Patient develops complications from other co-morbidities (eg. acute 

myocardial infarction, renal failure, septicemia, heart failure, stroke etc.) 

 Death 

 

5.8 Treatment Assignment Procedures 

5.8.1 Reasons for Withdrawal 

 Ineligibility (either arising during the treatment or retrospective having been 
overlooked at screening) 

 Significant non-compliance with treatment regimen or treatment 
requirements 

 Disease progression which results in inability to continue to comply with 
treatment procedures 

 Consent withdrawn 

 Lost to follow up 

 

5.8.2 Handling of Withdrawals 

If the patient is withdrawn due to an adverse event, the clinical officer will 
arrange for follow-up visits or telephone calls until the adverse event has 
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resolved or stabilised.  Patient will be converted back to standard wound 
dressing care and will be seen regularly by a clinician at respected hospital. 

 

6 Treatment Intervention/Investigational Product 

“MyDerm®”  is an engineered bilayerd skin subtitute which contains keratinocytes and 
fibroblasts layer. Patient’s skin biopsy was enzymatically digested and isolated cells were 
cultured for several passages until enough number of cells for construct formation. The skin 
construct were formed by using autologous fibrin as the biomaterial. Currently treatment for 
massive skin loss is to do a split skin graft (SSG) which requires harvesting of large area of 
skin from donor site which might increase risk of infection. Besides, there  may be a limited 
amount of good skin available for patients with massive skin loss and the process is more 
painful and result in scarring. SSG is not advisable for patients with compromised healing 
abilities such as diabetic individual.  

“MyDerm®” on the other hand is designed to stimulate and aid the wound healing process by 
implanted a living patients skin subtitutes to the debrided wound. It requires only a small 
piece of healthy skin and grows it exponentially. A skin biopsy of just 3 square centimeters 
can generate 100 square centimeters of skin after separate culturing of keratinocytes and 
fibroblasts (cells which made up the epidermal and dermal layers in skin).  Scarring from this 
procedure will be minimal and it would be less painful and reduce risk of infection especially 
for patients with impaired wound healing like diabetics.  

 

6.1 Treatment Product Description 

6.1.1 Product Storage and Stability 

The final product needs to be stored at 4°C in chiller and can be kept up to 72 
hours. 

6.2 Preparation and Administration of Treatment Intervention/ Investigational 
Product 

Patient’s skin biopsy was enzymatically digested and isolated cells were monolayer 
cultured for several passages until enough number of cells for construct formation. The 
cells were cultured using appropriate medium with autologous serum. The 3-
dimensional skin construct were formed by using autologous fibrin as the biomaterial 
and implanted to the debridement wound of the patients.  

Wounds will be debrided and granulation tissue will be sent for culture and sensitivity.  
Hemostasis secured using adrenaline soaked gauze.  Wounds will then be washed 
with copious amount of normal saline mixed with chlorhexidine.  Graft will be placed on 
top of the wound and secured with either absorbable suture or skin stapler.  

6.3 Assessment of Patient Compliance with Treatment Intervention/ 
Investigational Product  

 Assessment of patients’ compliance to proper wound care, orthotics/pressure garment 
usage, and diabetic control for diabetic patients. 
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7 Treatment Schedule 

7.1 Screening 

Screening Visit (Day -28 to -1)  

 Obtain signature of potential patient on written informed consent for screening 
form 

 Review medical history to determine eligibility based on inclusion/exclusion 
criteria 

 Review medications history to determine eligibility based on inclusion/exclusion 
criteria 

 Perform medical examinations needed to determine eligibility 

 Collect blood for serology  

 Schedule treatment visits for patients who are eligible and available for the 
duration of the treatment. Provide patients with instructions needed to prepare 
for first treatment visit 

 Skin biopsy taken from hidden folds of the body 

 

7.2 Enrollment 

Graft (MyDerm®) culture and preparation period (2-3 weeks). Patients shall be 
routinely monitored for underlining medical problems at each visit (eg. Random 
blood glucose for diabetics) 

 

Day -3 to -1 

Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Day 0, Visit 1 (First 24 hours) 

Record vital signs (blood pressure, pulse rate, temperature), results of 
examinations as per normal hospital procedure 

Documentation of wound by photograph 

Skin grafting and standard dressing with normal saline, dry paraffin gauze and 
tight bandage  

Patient to be kept in Ward for observation until Day 14 
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Day 1-6:  

 Vital signs, local observation (smell, redness around bandage, color of bandage) 

 

Day 7:  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Day 14:  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

Patient discharged from Ward 

 

7.3 Follow-up  

Visit 2 (Day 19 ± 2 days / not exceeding 7 days from previous visit):  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

 

Visit 3 (Day 24 ± 2 days / not exceeding 7 days from previous visit):  

Dressing and wound size measuring 

Documentation of wound by photograph 
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Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Visit 4 (Day 28 ± 2 days / not exceeding 7 days from previous visit):  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

 

Visit 5 (Day 35 ± 2 days):  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

Full Blood Count, Liver Function Test, Renal Profile, C-Reactive Protein 

 

Visit 6 (Day 42 ± 2 days):  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

 

Visit 7 (Day 56 ± 2 days):  

Dressing and wound size measuring 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 
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Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

 

7.4 Final Treatment Visit 

Visit 8 EOS (Day 84 ± 4 days):  

Final follow-up for wound inspection and end of treatment 

Documentation of wound by photograph 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

Recording of ankle brachial systolic index for diabetic patients 

 

7.5 Month 6 Monitoring 

 Monitoring of wound 3 months after End of Treatment 

 Documentation of wound by photograph if necessary 

 

7.6 Early Termination Visit 

Each patient has the right to withdraw treatment at any time.  In addition, the clinical 
team may discontinue a patient from the treatment at any time if they consider it 
necessary for any reason including:  

Ineligibility (either arising during the treatment or retrospective having been 
overlooked at screening) 

Significant non-compliance with treatment regimen or treatment requirements 

An adverse event which requires discontinuation of the treatment product or 
results in inability to continue to comply with treatment procedures 

Disease progression which requires discontinuation of the treatment product or 
results in inability to continue to comply with treatment procedures 

Consent withdrawn 

Lost to follow up 

 

7.7 Unscheduled Visit  

UNS Visit: 
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Wound inspection and dressing if necessary 

Documentation of wound by photograph if necessary 

Assessment of endpoints/outcome measures 

Assessments of safety including general (e.g. physical examination), and adverse 
event collection 

 

8 Treatment Procedures/Evaluations 

8.1 Clinical Evaluation 

Demographics 

The date of birth, gender, race, smoking and drinking habits, family history of diabetes, 
cardiovascular diseases, keloid will be recorded 

Medical History 

Relevant history of disease or surgical interventions will be recorded 

 

Physical Examination 

Lesion size measurement 

Height, weight and oral temperature will be recorded 

Resting pulse and blood pressure will be measured after the patient has sat for at least 
five minutes 

 
 

8.2 Laboratory Evaluations 

All laboratory results will be reviewed and the reports signed by the Investigator who will 
record in the CRF whether they are normal, abnormal but not clinically significant, or 
abnormal AND clinically significant.  In the latter case the eligibility of the patients will be 
reviewed. 

 

8.3 Specimen preparation, handling and shipping 

After local anaesthetic induction in OT, surgeon will identify the skin sampling area, 
remove the hair and scrub clean the area. An area of skin - 3cm2 (in an eye shape 
form) is harvested and followed with wound care using the standard care protocol by 
the surgeon in the OT. The skin sample is then transferred into a sterile 50ml tube with 
20 ml normal saline and closed tightly. Sample will be label with patient’s code. Hand-
deliver the sample to cGMP facility at temperature of 4°C-15°C; Sample must reach 
cGMP facility within 48 hours during office hour.  
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9 Quality Control and Quality Assurance 

The treatment will be conducted in accordance with the design and specific provisions 
of this IRB approved protocol, in accordance with the ethical principles that have their 
origin in the Declaration of Helsinki, and that are consistent with International 
Conference on Harmonisation - Good Clinical Practice (ICH-GCP) and the applicable 
regulatory requirement(s). The Clinical treatment will only be initiated until after the 
completion of a certified cGMP laboratory for cell and tissue culturing. This facility is 
expected to be completed in August 2011.  

The cGMP facility will be audited by NPRA and the manufacturing process will be 
based on TGA Biologics Guideline and be audited by ARCBS.  All cGMP facility 
personnel are trained by their Australian consultants from Peter MacCallum Cancer 
Centre and Cell Therapies Pty Ltd and are GCP certified. 

 

9.1 Informed Consent Process 

The patient must personally sign and date the latest approved version of the informed 
consent form before any treatment specific procedures are performed. 

Written and verbal versions of the patient information and Informed consent will be 
presented to the patients detailing no less than: the exact nature of the treatment; the 
implications and constraints of the protocol; the known side effects and any risks 
involved in taking part.  It will be clearly stated that the patient is free to withdraw from 
the treatment at any time for any reason without prejudice to future care, and with no 
obligation to give the reason for withdrawal. 

The patient will be allowed as much time as wished to consider the information, and the 
opportunity to question the clinicians, their GP or other independent parties to decide 
whether they will enrol in the treatment.  Written Informed Consent will then be obtained 
by means of patient dated signature and dated signature of the person who presented 
and obtained the informed consent. The person who obtained the consent must be 
suitably qualified and experienced, and have been authorised to do so by the Clinical 
Team. A copy of the signed Informed Consent will be given to the patients.  The original 
signed form will be retained at the treatment site.  

 

9.2 Patient Confidentiality 

The trial staff will ensure that the patients’ anonymity is maintained.  The patients will be 
identified only by initials and a patients ID number on the record.  All documents will be 
stored securely and only accessible by trial staff and authorised personnel. The 
treatment will comply with the Data Protection Act which requires data to be 
anonymised as soon as it is practical to do so.   

 

 

http://www.petermac.org/
http://www.petermac.org/
http://www.ausbiotech.org/directory/details.asp?companyid=%7BEAA95898-E241-4F00-82A3-39C1160519CF%7D&returntourl=%2Fdirectory%2Fsearch.asp%3Fpg%3D10
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9.3 Treatment Discontinuation 

In the event that the treatment is discontinued, all patients will be continued on 
standard wound care and dressing provided by the dedicated hospital. 

 

10 Data Handling and Record Keeping 

10.1 Data Management Responsibilities 

All source documents and laboratory reports must be reviewed by the clinical team 
and data entry staff, who will ensure that they are accurate and complete. Adverse 
events must be graded, assessed for severity and causality, and reviewed by the site 
PI or designee. 

Data collection is the responsibility of the clinical staff at the site under the supervision 
of the site PI. During the treatment, the clinicians must maintain complete and accurate 
documentation for the treatment. 

 

10.2 Types of Data 

Data for this treatment will include safety, laboratory (virology, chemistry and 
microbiology), and outcome measures (e.g., expected adverse reactions) 

 

10.3 Treatment Records Retention 

Treatment documents should be retained for a minimum of 15 years after the last 
approval of a marketing application and until there are no pending or contemplated 
marketing applications or until at least 2 years have elapsed since the formal 
discontinuation of clinical development of the investigational product. These 
documents should be retained for a longer period, however, if required by local 
regulations. No records will be destroyed without the written consent of the sponsor, if 
applicable. It is the responsibility of the sponsor to inform the investigator when these 
documents no longer need to be retained. 

 

11 Publication Policy 

The release of any data for publication has to be agreed by the sponsor. 
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