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Listing 16.2.4.2 Medical History [Enrolled Population] 

Subject Number MedDra 28.1 Preferred Term Start Date Stop Date Ongoing Conmeds for 
this condition? 

  

01-001 

Asthma 13-Nov-03 Ongoing Yes  

Chronic Obstructive Pulmonary Disease 17-May-07 Ongoing Yes  

Dry Eye 18-Jul-23 Ongoing Yes  

Atrial fibrillation 20-May-15 Ongoing Yes  

Rhinorrhoea 28-Jan-16 Ongoing Yes  
      

01-002 

Colitis 25-Feb-15 Ongoing Yes  

Depression 10-May-13 Ongoing Yes  

Pyoderma gangrenosum 16-Apr-24 Ongoing Yes  

Vertobrobasilar artery dissection 06-Mar-16 Ongoing Yes  
      

01-003 

Vitamin D Deficiency 15-Apr-25 Ongoing Yes  

Eczema 23-Aug-23 Ongoing No  

Anaemia 17-Aug-10 Ongoing Yes  

Skin Infection 01-Apr-25 19-May-25 No  
      

01-004 
Hypothyroidism 31-Jan-19 Ongoing Yes  

Hypercholesterolaemia 07-Mar-22 Ongoing Yes  

Asthma 24-Jan-19 Ongoing Yes  
      

01-005 

Chronic Kidney Disease 17-Nov-20 Ongoing No  

Diabetes mellitus 29-Jul-08 Ongoing Yes  

Essential hypertension 28-Mar-02 Ongoing Yes  

Obesity 23-Jan-23 Ongoing Yes  
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Subject Number MedDra 28.1 Preferred Term Start Date Stop Date Ongoing Conmeds for 
this condition? 

  

01-006 
Ex-drug abuser NK 22-Feb-12 No  

Deep Vein Thrombosis 30-Oct-08 Ongoing Yes  
      

01-007 

Hypertension 23-Aug-10 Ongoing Yes  

Chrohn's disease 23-Aug-21 Ongoing Yes  

Duodenal stenosis 18-Jun-21 Ongoing Yes  

Osteoperosis 20-Aug-01 Ongoing Yes  

Fracture tibial plateau 17-Apr-22 07-Dec-24 No  

Lymphoedema NK Ongoing Yes  
      

01-008 
Chronic Obstructive Pulmonary disease 01-Sep-22 Ongoing Yes  

Essential hypertension 02-Dec-24 Ongoing Yes  
      

01-009 

Hypertension 03-Jun-92 Ongoing Yes  

Glaucoma 20-Jun-12 Ongoing Yes  

Anaemia 18-May-18 Ongoing Yes  

Gastritis 25-Jun-18 Ongoing Yes  
      

01-010 

Chronic Kidney Disease 17-Nov-20 Ongoing Yes  

Type II diabetes mellitus 29-Jul-08 Ongoing Yes  

Essential hypertension 28-Mar-22 Ongoing Yes  

Osteoarthritis 21-Dec-12 Ongoing Yes  

Prosatomegaly 03-Jul-25 Ongoing Yes  
      

01-011 
Type II diabetes mellitus 10-Mar-20 Ongoing Yes  

Sleep apnoea syndrome 11-Mar-20 Ongoing Yes  
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Subject Number MedDra 28.1 Preferred Term Start Date Stop Date Ongoing Conmeds for 
this condition? 

  
Hypertension 06-Mar-23 Ongoing Yes  

Hypothyroidism 14-Sep-20 Ongoing Yes  

Lymphoedema 13-Dec-21 Ongoing Yes  
      

01-012 

Hypothyroidsim 04-Oct-21 Ongoing Yes  

Essential hypertension 01-May-06 Ongoing Yes  

Atrial flutter 29-Apr-23 Ongoing Yes  

Glucose tolerance impaired 18-Jun-20 Ongoing No  

Mixed anxiety and depressive disorder 11-Jun-24 Ongoing Yes  

Chronic obstructive pulmonary disease 04-Nov-25 Ongoing Yes  

Asthma 25-Nov-16 Ongoing Yes  

Peripheral swelling 12-Feb-25 Ongoing Yes  
      

01-013 

Gastroesophageal reflux disease 05-Jun-07 Ongoing Yes  

Splenectomy NK 1979 Ongoing Yes  

Testicular Seminoma (pure) NK 1996 Ongoing No  

Multiple sclerosis 30-Jun-06 Ongoing No  

Type II diabetes mellitus 25-Nov-13 Ongoing No  

Gout 16-Sep-14 Ongoing No  

Demyelination 13-Mar-16 Ongoing No  

Leukoencephalopathy 18-Jun-25 Ongoing No  

Urinary incontinence 23-Jan-07 Ongoing Yes  
      

01-014 
Hypertension 04-Jun-18 Ongoing Yes  

Morbid obesity 25-Oct-18 Ongoing No  
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Subject Number MedDra 28.1 Preferred Term Start Date Stop Date Ongoing Conmeds for 
this condition? 

  

CM-1950 

Essential hypertension 05-Jul-22 Ongoing Yes  

Chronic pancreatitis 01-Mar-95 Ongoing No  

Ulcerative colitis 12-Feb-04 Ongoing Yes  

Type II diabetes mellitus 12-Feb-04 Ongoing Yes  

Osteoperosis 30-Dec-22 Ongoing Yes  

Betathalassaemia syndrome 21-May-14 Ongoing Yes  
      

DH-1973 

Epilepsy 03-Apr-97 Ongoing Yes  

Irritable bowel syndrome 21-Jul-08 Ongoing Yes  

Gastroesophageal reflux disease 29-Mar-10 Ongoing Yes  

Fibromyalgia 13-Sep-16 Ongoing Yes  

Osteoperosis 25-Jul-21 Ongoing Yes  

Anismus NK Ongoing No  

Haemorrhoids 23-Jan-24 NK No  

Constipation 31-May-23 Ongoing Yes  
      

JL-1938 

Hypertension 29-Nov-99 Ongoing Yes  

Cardiac failure 25-Oct-19 Ongoing Yes  

Obesity 09-Jul-19 06-May-25 No  

Stasis dermatitis 24-Apr-25 Ongoing Yes  

Back pain 17-Mar-08 Ongoing Yes  

Peripheral neuropathy 14-Aug-22 Ongoing Yes  

Hypercholesterolaemia 22-Aug-11 Ongoing Yes  

Lipoma 17-Mar-11 Ongoing No  

Haemorrhoids 25-Nov-15 Ongoing Yes  

Cataracts 09-Feb-16 Ongoing No  
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Subject Number MedDra 28.1 Preferred Term Start Date Stop Date Ongoing Conmeds for 
this condition? 

  
Knee joint replacement NK NK No  

Osteoarthritis 09-Feb-10 Ongoing Yes  
      

MB-1941 

Hiatus hernia 24-Jan-02 Ongoing Yes  

Essential hypertension 27-Jun-23 Ongoing Yes  

Anaemia 31-Jul-23 Ongoing Yes  

Chronic kidney disease 31-Jul-25 NK No  

Colposuspension bladder neck 06-Feb-87 Ongoing Yes  

Lumbar spondylosis NK Ongoing Yes  
      

MB-1941 

Knee joint replacement 10-Sep-21 Ongoing Yes  

Non-diabetic hyperglycaemia 22-Jul-22 Ongoing No  

Ostopenia 20-Dec-20 Ongoing Yes  

Gastroscopy 14-Jun-23 NK Yes  

Intraocular lens insertion 15-Aug-25 NK No  

Bilateral replacements chronic pedal oedema 30-Sep-19 Ongoing Yes  

Osteoarthritis 04-May-25 Ongoing Yes  

Mixed anxiety depressive disorder 05 Apil 2024 NK No  
      

PP-1950 

Anaemia 18-May-18 Ongoing Yes  

Gastritis 25-Jun-18 Ongoing Yes  

Glaucoma 20-Jun-12 Ongoing Yes  

Hypertension 03-Jun-92 Ongoing Yes  
      

PW-1958 Essential hypertension 02-Mar-22 NK No  
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Listing 16.2.4.3: History of Diagnosis [Enrolled Population] 

Subject Number Date reference 
ulcer first observed 

Date of diagnosis of 
ulcer 

Location of primary 
reference Ulcer 

Multiple leg ulcers on 
the same leg as the 

reference ulcer? 

Shortest distance 
from primary ulcer 

(cm) 

01-001 Nov-24 Feb-25 Right leg No - 
01-002 Oct-23 Apr-24 Left Leg No - 
01-003 Nov-24 Nov-24 Left Leg Yes 11 
01-004 Sep-23 Sep-23 Left Leg No - 
01-005 Nov-24 Dec-24 Left Leg No - 
01-006 Oct-24 Jun-25 Right leg Yes 7 
01-007 Jul-25 Jul-25 Left Leg No - 
01-008 Aug-24 Sep-24 Left Leg No - 
01-009 NK-25 Mar-25 Right leg No - 
01-010 Nov-24 Dec-24 Left Leg No - 
01-011 Apr-24 May-24 Left Leg Yes 1 
01-012 May-24 Aug-24 Right leg No - 
01-013 NK Jan-24 Left Leg No - 
01-014 Jul-25 Jul-25 Right leg Yes 6 

      
CM-1950 NK NK Left Leg No - 
DH-1973 Nov-23 Nov-23 Right Leg No - 
JL-1938 Sep-24 Feb-25 Right Leg No - 

MB-1941 NK NK Right Leg No - 
PP-1950 NK2025 Mar-25 Right Leg No - 
PW-1958 Nov-23 Jan-24 Left Leg No - 
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Listing 16.2.4.4: ABPI [Enrolled Population] 

Subject Number 
Has ABPI for the target leg 
been collected in the last 3 

months? 
Date of ABPI Pressure ABPI Result 

01-001 Yes 19-Feb-25 0.87 
01-002 Yes 15-Apr-25 1.23 
01-003 Yes 14-May-25 1.19 
01-004 Yes 04-Jun-25 1.04 
01-005 Yes 19-May-25 1.1 
01-006 Yes 10-Jun-25 1.28 
01-007 Yes 11-Aug-25 1.19 
01-008 Yes 19-Sep-25 1.22 
01-009 Yes 17-Oct-25 1.26 
01-010 Yes 19-May-25 1.10 
01-011 Yes 03-Sep-25 1.02 
01-012 Yes 27-Oct-25 1.24 
01-013 Yes 15-Oct-25 1.16 
01-014 Yes 29-Sep-25 0.87 

    

CM-1950 No NK NK 

DH-1973 Yes 22-Jul-25 1.14 

JL-1938 Yes 25-Feb-25 1.05 

MB-1941 Yes NK NK 

PP-1950 NK NK NK 

PW-1958 Yes 13-May-25 1.04 
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Listing 16.2.4.5: Prior & Concomittant Medications [Enrolled Population] 

Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

01-001 

NK Ongoing Yes Acilovir NK NK NK IV Viral Meningitis  

01-Jan-
19 Ongoing Yes Adcal D3  / Colecaciferol 200 Units OD Oral Osteoperosis  

25-Apr-
23 Ongoing Yes Apixaban 2.5 mg BD Oral Atrial fibrillation  

02-Apr-
25 

02-Apr-
25 Yes Cavilon Spray Barrier Film 2 sprays PRN Topical Wound protection  

24-Jan-
25 Ongoing Yes Co-codamol / Codeine paracetamol 8/500 mg PRN Oral Pain relief  

23-May-
24 Ongoing Yes Digoxin 125 mcg OD Oral Heart failure  

30-Jun-
16 Ongoing Yes Epimax Cream NK NK NK Topical Emollient  

NK Ongoing Yes Estriol Vaginal Cream 0.01% NK NK Apply at 
night 

Intravagin
al Uterovaginal prolapse  

30-Jun-
11 Ongoing Yes Fluticasone Propionate 50/137 mcg BD Inhalation Posterior rhinorrhoea  

NK2018 Ongoing Yes Ibandronic Acid Tablets 150 mg Once/month Oral Osteoperosis  

07-Jun-
23 Ongoing Yes Ibuprofen 200 mg BD Oral Pain relief  

30-Mar-
05 Ongoing Yes Lansoprazole 15 mg OD Oral Propylaxis of gastric ulcer  

17-Jan-
25 Ongoing Yes Salbutamol Inhaler (CFC Free) 100 mcg PRN Inhalation Asthma / COPD  

02-Jan-
19 Ongoing Yes Salivix Pastilles NK NK PRN Oral Sjorgren's syndrome  

04-Dec-
23 Ongoing Yes Sotalol Tablets 40 mg BD Oral Heart failure  

10-Nov-
17 Ongoing Yes Thealoz Duo / Sodium hyaluronate eye 

drops NK NK PRN Ocular Dry Eyes  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

21-Oct-
21 Ongoing Yes 

Trimbrow Inhaler / Beclometasone 
dipropronate, Formoterol fumarate, 

Glyconpyronnium bromide 
87/5/9 mcg BD Inhalation Asthma / COPD  

25-May-
17 Ongoing Yes Xailin Night Eye Ointment / NK NK 

Once at 
night Ocular Dry Eyes 

 

07-Mar-
25 Ongoing Yes Zero Base Cream 11 % PRN Topical Emollient 

 

   
  

     
 

01-002 

26-Feb-
25 Ongoing Yes Adcal D3 / Colecaciferol 200 Units BD Oral Osteoperosis 

 

17-Jul-24 Ongoing Yes Atorvastatin 80 mg OD Oral Hypercholesterolaemia  

23-Sep-
16 Ongoing Yes Citalopram 20 mg OD Oral Depression 

 

06-Mar-
18 Ongoing Yes Clopidogrel 75 mg OD Oral Vertebrobasilar artery dissection 

 

NK2023 Ongoing Yes Desorex / Desogestrel 75 mg OD Oral Contraception  

25-Feb-
15 Ongoing Yes Lanzoprazole 30 mg OD Oral Acid reflux 

 

06-Nov-
24 Ongoing Yes Mycophenolate mofetil 1 g BD Oral Pyoderma gangrenosum 

 

25-Feb-
15 Ongoing Yes Mesalazine modified release 1 g BD Oral Colitis 

 

26-Feb-
25 

19-Apr-
25 Yes Prednisilone 5 mg OD Oral Pyoderma gangrenosum 

 

20-Apr-
25 Ongoing Yes Prednisilone 2.5 mg OD Oral Pyoderma gangrenosum 

 

08-Aug-
17 Ongoing Yes Propranolol modified release 160 mg OD Oral Migraine prophylaxis 

 

   
  

     
 

01-003 

14-Dec-
16 Ongoing Yes Atorvastatin 20 mg OD Oral 

Hypercholesterolaemia 
prophylaxis 

 

20-Nov-
24 Ongoing Yes Audavate / Betamethasone Cream 0.025 % PRN Topical Eczema 
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

15-Apr-
25 

20-May-
25 Yes Colecalciferol 50,000 Units 

Once 
weekly Oral Vitamin D deficiency 

 

19-Mar-
13 Ongoing Yes Ferrous Fumarate 322 mg OD Oral Anaemia 

 

01-Apr-
25 

19-May-
25 Yes Fusidic Acid Cream 2 % PRN Topical Skin infection 

 

30-Mar-
23 

17-Dec-
24 No Lansoprazole 30 mg OD Oral Acid reflux prophylaxis 

 

17-Dec-
24 Ongoing Yes Lansoprazole 15 mg OD Oral Acid reflux prophylaxis 

 

14-Jan-
25 Ongoing Yes Metronidazole Cream 0.75 % PRN Topical 

Skin infection (not reference 
ulcer) 

 

26-May-
23 Ongoing Yes Zero base Cream 11 % PRN Topical Emollient for skin protection 

 

     
     

 

01-004 

16-Mar-
22 Ongoing Yes Atorvastatin 20 mg OD Oral Hypercholesterolaemia 

 

NK Ongoing Yes Betnovate Ointment 0.025 % PRN Topical Leg Ulcer surrounding skin  

31-Jan-
19 Ongoing Yes Levothyroxine sodium 75 mcg OD Oral Hypothyroidism 

 

24-Jan-
19 Ongoing Yes Salbutamol Inhaler 200 mcg PRN Inhalation Asthma 

 

03-Jan-
25 

19-Aug-
25 Yes Zeroderm Ointment / Paraffin 

Ointment NK NK PRN Topical Skin protection 
 

   
 

      
 

01-005 

27-Apr-
23 Ongoing Yes Dapaglifoxin 10 mg OD Oral Diabetes mellitus  

17-Feb-
22 Ongoing Yes Epimax Cream NK NK PRN Topical Skin protection  

16-May-
24 Ongoing Yes Lacidipine 2 mg OD Oral Hypertension  

10-Feb-
15 Ongoing Yes Metformin 500 mg BD Oral Diabetes mellitus  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

10-Jul-24 Ongoing Yes Mounjaro Kwikpen / Tirzepatide 5 mg Once 
weekly SC Obesity  

12-Feb-
18 Ongoing Yes Perindopril erbumine 8 mg OD Oral Hypertension  

31-Jul-15 Ongoing Yes Simvastatin 20 mg OD Oral Hypercholesterolaemia 
prophylaxis 

 

   
 

      
 

01-006 

24-Feb-
18 Ongoing Yes Cavilon Barrier Cream NK NK NK Topical Skin protection  

17-Mar-
21 Ongoing Yes Gabapentin 100 mg TD Oral Pain relief  

29-Mar-
21 Ongoing Yes Hydromol Cream 500 g BD Topical Wash and rehydrate legs  

26-Aug-
17 Ongoing Yes Naproxen 500 mg BD Oral Pain relief  

06-Jan-
25 Ongoing Yes Pregbalin 150 mg BD Oral Pain relief  

11-May-
21 Ongoing Yes Rivaroxaban 10 mg OD Oral Thrombus prevention  

27-Jan-
25 Ongoing Yes Sertraline 50 mg OD Oral Anxiety and depression  

           

01-007 

15-May-
07 Ongoing Yes Amitripyline 10 mg OD Oral Chronic pain  

24-Jan-
20 Ongoing Yes Betamethasone Valerate 0.1 % PRN Topical Skin inflammation  

07-Apr-
21 Ongoing Yes Budesonide 3 mg BD Oral Chrohn's disease  

04-Jan-
23 Ongoing Yes Co-Codamol / Codeine, Paracetamol 30/500 mg BD Oral Chronic pain  

16-May-
25 Ongoing Yes D3 Thiecal Tablets  / Calcium, 

Colecalciferol 
1000 / 

800 mg/units OD Oral Calcium & Vit D 
supplementation 

 

09-Mar-
22 Ongoing Yes Ferrous fumarate 322 mg OD Oral Anaemia  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

06-Mar-
22 Ongoing Yes Folic acid 5 mg OD Oral Anaemia  

26-Nov-
97 Ongoing Yes Furosemide 40 mg OD Oral Lymphoedema  

06-May-
20 Ongoing Yes Omeprazole 20 mg BD Oral Gastric Ulcer prophylaxis  

   
 

      
 

01-008 

27-Jan-
25 Ongoing Yes Amlodipine 10 mg OD Oral Essential hypertension  

18-Jan-
23 Ongoing Yes Salamol / Salbutamol inhaler 100 mcg PRN Inhalation Chronic Obstructive Pulmonary 

disease 
 

01-Sep-
22 Ongoing Yes Spiriva Respimat inhaler / tiotropium 

inhaler 2.5 mcg OD Inhalation Chronic Obstructive Pulmonary 
disease 

 

           

01-009 

04-Jan-
25 Ongoing Yes Atorvastatin 20 mg OD Oral Essential hypertension  

05-Jun-
18 Ongoing Yes Bendroflumethiazide 2.5 mg OD Oral Hypertension  

08-May-
18 Ongoing Yes Bimatoprost 3 mL OD Ocular Glaucoma  

19-Dec-
16 Ongoing Yes Epimax Cream 3 pumps PRN Topical Dry Skin  

08-May-
18 Ongoing Yes Paracetamol 500 mg QRD Oral Pain relief  

           

01-010 

27-Apr-
23 Ongoing Yes Dapagliflozin 10 mg OD Oral Diabetes mellitus  

17-Feb-
22 Ongoing Yes Epimax Cream NK NK PRN Topical Skin protectant  

12-Nov-
25 Ongoing Yes Flucloxacillin 500 mg OD Oral Wound infection  

16-May-
24 Ongoing Yes Lacidipine 2 mg OD Oral Hypertension  

28-Jul-16 Ongoing Yes Metformin 500 mg BD Oral Diabetes mellitus  



 
CONFIDENTIAL 02 March 2026 

Clinical Study Report Appendix (Post-Text Listing) Version 1.0 Page 20 of 187 
 

Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

   

01-010 
10-Jul-24 Ongoing Yes Mounjaro Kwikpen / Tirzepatide 5 mg Once 

weekly SC Diabetes mellitus  

12-Feb-
18 Ongoing Yes Perindopril erbumine 8 mg OD Oral Hypertension  

           

01-011 

11-Apr-
22 Ongoing Yes Levothyroxine 150 mcg OD Oral Hypothyroidism  

06-Dec-
23 Ongoing Yes Empagliflozin 10 mg OD Oral Type II Diabetes mellitus  

05-Apr-
24 Ongoing Yes Hydromol Ointment 500 g PRN Topical Dry Skin  

09-Dec-
24 Ongoing Yes Losartan 50 mg OD Oral Hypertension  

10-Mar-
20 Ongoing Yes Metformin 1000 mg BD Oral Type II Diabetes mellitus  

10-Jun-
24 Ongoing Yes Rosuvastatin 5 mg OD Oral Hypercholesterolaemia 

prophylaxis 
 

           

01-012 

01-Mar-
21 Ongoing Yes Amlodipine 5 mg OD Oral Hypertension  

04-May-
23 Ongoing Yes Apixaban 5 mg BD Oral Atrial fibrillation  

04-May-
23 Ongoing Yes Bisoprolol 5 mg OD Oral Hypertension  

27-Aug-
19 Ongoing Yes Cavilon Barrier Cream 28 g PRN Topical Skin protection  

02-Oct-
19 Ongoing Yes DuoResp Spiromax / Budenoside, 

formoterol fumarate dihydrate 240 mcg PRN Inhalation Asthma and COPD  

12-Feb-
25 Ongoing Yes Furosemide 80 mg OD Oral Lymphoedema  

16-Dec-
22 Ongoing Yes Levothyroxine 150 mg OD Oral Hypothyroidsim  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

17-Oct-
25 Ongoing Yes Lisinopril 10 mg OD Oral Hypertension  

26-Nov-
24 Ongoing Yes Montelukast 10 mg OD Oral Asthma  

19-Oct-
25 Ongoing Yes Sertraline 100 mg OD Oral Anxiety and depression  

09-Jan-
25 Ongoing Yes Spiriva Respimat / tiotropium bromide 2.5 mcg OD inhalation Asthma  

05-Aug-
24 Ongoing Yes Tamsulosin 400 mcg OD Oral Benign Prostatic hyperplasia  

04-Nov-
25 Ongoing Yes 

Trimbrow Inhaler / Beclometasone 
dipropronate, Formoterol fumarate, 

Glyconpyronnium bromide 
120 mcg BD Inhalation Asthma  

27-Aug-
99 Ongoing Yes Ventolin Evohaler / Salbutamol 100 mcg QRD Inhalation Asthma  

15-Apr-
24 Ongoing Yes Zopiclone 3.75 mg OD Oral Anxiety and depression  

           

01-013 

13-Jan-
24 Ongoing Yes Cavilon Barrier Cream 28 g PRN Topical Skin Protection  

17-Dec-
25 Ongoing Yes Flucloxacillin 500 mg QRD Oral Wound Infection  

08-Oct-
25 Ongoing Yes Hydromol Ointment 500 g PRN Topical Dry surrounding skin  

25-Jan-
21 Ongoing Yes Lansoprazole 15 mg OD Oral Gastroesophageal reflux  

07-Nov-
06 Ongoing Yes Lisinopril 5 mg OD Oral NK  

20-May-
19 Ongoing Yes Phenoxymethylpenicillin 250 mg BD Oral Prevention of Infection  

01-Oct-
21 Ongoing Yes Solifenacin 5 mg OD Oral Urinary incontinence  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

01-014 

30-May-
23 Ongoing Yes Amlodipine 10 mg OD Oral Hypertension  

20-Feb-
25 Ongoing Yes Bisoprolol 2.5 mg OD Oral Hypertension  

14-Jul-25 Ongoing Yes Cavilon Barrier Cream 28 g PRN Topical Skin protection  

27-Aug-
25 Ongoing Yes Co-codamol / Codeine, Paracetamol 30/500 mg QRD Oral Pain relief  

21-Nov-
25 Ongoing Yes Epimax Cream 500 g PRN Topical Dry Skin  

15-Dec-
25 Ongoing Yes Erythromycin 250 mg QRD Oral Wound Infection  

21-Nov-
25 Ongoing Yes Flucoloxacillin 500 mg QRD Oral Wound Infection  

   
 

      
 

CM-1950 

03-Sep-
24 Ongoing No Aymes shake Powder 57 g PRN Oral Nutritional Support  

05-Jun-
25 Ongoing No Delofine XL/ Felodipine 10 mg OD Oral Essential hypertension  

13-Jun-
25 Ongoing No Ferrous fumarate 210 mg OD Oral Anaemia  

18-Oct-
24 NK No Lanzoprazole 30 mg OD Oral Ulcerative colitis  

14-Feb-
25 Ongoing No Medi-Derma S-barrier cream 56 g PRN Topical Skin protectant  

01-May-
12 NK No Metformin 500 mg BD Oral Diabetes mellitus  

23-Aug-
16 Ongoing No Octasa / Mesalazine 400 mg BD Oral Ulcerative colitis  

14-Oct-
21 Ongoing No Paracetamol 500 mg TD Oral Pain relief  

18-Oct-
24 Ongoing No Sevodyne / Buprenorphine Patch 20 mcg weekly Dermal Pain relief  

21-Jul-19 Ongoing No Thealoz Duo / Sodium hyaluronate eye 
drops NK NK QRD Ocular Keratoconjunctivitis  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

   
 

      
 

DH-1973 

17-Jul-20 Ongoing No Bisacodyl 5 mg OD Oral Constipation  

17-Nov-
20 Ongoing No ComoCol Oral Powder / Macrogol NK NK NK Oral Constipation  

18-Oct-
18 Ongoing No Esomeprazole 40 mg BD Oral Gastroesophageal reflux  

15-Dec-
23 Ongoing No Fybogel Mebeverine Effervescent 

granules 3.5 mg BD Oral Irritable Bowel Syndrome  

15-Jun-
22 Ongoing No Glycerol Suppositories 4 g PRN Rectal Constipation  

13-Aug-
08 Ongoing No Lactulose 15 mL BD Oral Constipation  

25-Aug-
22 Ongoing No Linaclotide 290 mcg OD Oral Irritable Bowel Syndrome  

16-May-
19 Ongoing No Mintec / Peppermint Oil 0.2 mL TD Oral Irritable Bowel Syndrome  

04-Dec-
18 Ongoing No Tegretol PR / Carbamazepine 200 mg BD Oral Epilepsy  

   
 

      
 

JL-1938 

17-Aug-
22 Ongoing No Amitriptyline 10 mg OD Oral Peripheral Neuropathy  

29-Nov-
99 Ongoing No Atenolol 50 mg OD Oral Hypertension  

24-Apr-
25 Ongoing No Betamethasone valerate 0.10 % BD Topical Varicose eczema  

01-Oct-
20 Ongoing No Co-codamol / Codeine, paracetamol 30/500 mg PRN Oral Pain relief  

13-Nov-
19 Ongoing No Furosemide 40 mg BD Oral Heart failure  

07-Aug-
23 Ongoing No Hydromol Ointment NK NK PRN Topical Skin protectant  

04-Jan-
24 Ongoing No Sevodyne / Buprenorphine Patch 20 mch/hr weekly Dermal Pain relief  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

22-Aug-
11 Ongoing No Simvastatin 40 mg OD Oral Hypercholesterolaemia  

   
 

      
 

MB-1941 

05-Oct-
19 Ongoing No Bisoprolol 5 mg OD Oral Hypertension  

NK Ongoing No Bemetanide 1 mg OD Oral Essential hypertension  

21-May-
21 Ongoing No Co-codamol / Codeine, Paracetamol 30/500 mg QRD Oral Pain relief  

28-Apr-
25 Ongoing No Eumovate / Clobetasone butyrate 0.05 % PRN Topical Cellulitis, with leg eczema  

27-Jun-
23 Ongoing No Ferrous Fumarate 322 mg OD Oral Anaemia  

07-Dec-
23 Ongoing No Ibuprofen gel 10 % QRD Topical Joint Pain  

06-Jun-
23 Ongoing No Lactulose 15 mL BD Oral Diverticulosis  

18-Jun-
19 Ongoing No Lanzoprazole 30 mg OD Oral Hiatus hernia  

10-Jul-17 Ongoing No Oxybutynin 5 mg OD Oral Overactive bladder  

31-Aug-
16 Ongoing No Peptac / Peppermint Oil 10 mL QRD Oral Hiatus hernia  

24-May-
21 Ongoing No Simvastatin 40 mg OD Oral Essential hypertension  

20-Dec-
22 Ongoing No D3 Thiecal Tablets  / Calcium, 

Colecalciferol 1000 mg OD Oral Ostopenia  

24-Feb-
22 

20-Dec-
22 No Zeroderm Cream / Paraffin 11 % PRN Topical Eczema  

   
 

      
 

PP-1950 

04-Jan-
25 Ongoing No Atorvastatin 20 mg OD Oral Essential hypertension  

05-Jun-
18 Ongoing No Bendroflumethiazide 2.5 mg OD Oral Hypertension  

08-May-
18 NK No Bimatoprost 3 mL OD Oral Glaucoma  
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Subject 
Number 

Start 
Date 

End 
Date 

Concomitan
t? 

     Medication /  Standardised 
Medication Name Dose Dose 

Unit Frequency Route Indication 
  

08-May-
18 Ongoing No Paracetamol 500 mg QRD Oral Pain Relief  

           

PW-1958 11-Feb-
25 

18-Feb-
25 No Flucloxacillin 500 mg QRD Oral Wound Infection  
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Listing 16.2.4.6  Concomittant Procedures [Enrolled Population] 

Subject Number Start Date End Date Concomitant? Procedure Name Indication  
 

01-011 20-Nov-20 Ongoing Yes CPAP Machine Sleep Apnoea syndrome  
       

01-013 16-Aug-23 Ongoing Yes Long-term Catheter Urinary incontinence  
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Listing 16.2.5.1: Dressing Change and Wound Cleansing [Safety Population] 
Subjec

t 
Numb

er 

Visit 
Numb

er 

Visit 
Location 

Dressi
ng 

Chang
ed 

Date of 
Dressing 
Change 

Time 
Dressin

g 
Remove

d 

Strike 
Through 
Observe

d? 

Wound 
Cleansin

g 
Perform

ed 

Cleansi
ng 

Solutio
n 

Dried 
With 
Gauz

e? 

Duratio
n of 

Drying 

Dressi
ng Re-
Applie

d 

Time of 
Dressin

g 
Applied 

Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

01-001 

1 Clinical 
Centre Yes 11-Mar-

25 
12:00 
PM - Yes Saline Yes 30 

seconds Yes NR Mepilex Yes   

2 Clinical 
Centre Yes 24-Mar-

25 
11:30 
AM No Yes Saline Yes 30 

seconds Yes 12:07 
PM Mepilex Yes   

3 Clinical 
Centre Yes 26-Mar-

25 
11:20 
AM Yes Yes Saline Yes 30 

seconds Yes 12:10 
PM Mepilex Yes   

4 Clinical 
Centre Yes 28-Mar-

25 
11:08 
AM Yes Yes Saline Yes 30 

seconds Yes 11:46 
AM Mepilex Yes   

5 Clinical 
Centre Yes 31-Mar-

25 
11:05 
AM Yes Yes Saline Yes 30 

seconds Yes 11:42 
AM Mepilex Yes   

6 Clinical 
Centre Yes 02-Apr-

25 
11:20 
AM Yes Yes Saline Yes 30 

seconds Yes 12:03 
PM Allevyn Yes   

7 Clinical 
Centre Yes 04-Apr-

25 
11:09 
AM No Yes Saline Yes 20 

seconds Yes 11:56 
AM Urgo Ag Yes   

                

01-002 

1 Patient's 
Home Yes 08-Apr-

25 
11:58 
AM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Patient's 
Home Yes 22-Apr-

25 
11:04 
AM Yes Yes Saline Yes 30 

seconds Yes 11:35 
AM Allevyn Yes   

3 Patient's 
Home Yes 23-Apr-

25 
3:30 
PM Yes Yes Saline Yes 30 

seconds Yes 3:55 
PM Allevyn Yes   

4 Patient's 
Home Yes 25-Apr-

25 
3:20 
PM Yes Yes Saline Yes 30 

seconds Yes 4:03 
PM Allevyn Yes   

5 Patient's 
Home Yes 28-Apr-

25 
3:25 
PM Yes Yes Saline Yes 30 

seconds Yes 3:46 
PM Allevyn Yes   

6 Patient's 
Home Yes 30-Apr-

25 
3:30 
PM Yes Yes Saline Yes 30 

seconds Yes 3:42 
PM Allevyn Yes   

7 Patient's 
Home Yes 02-May-

25 
3:29 
PM Yes Yes Saline Yes 30 

seconds Yes 3:58 
PM Allevyn Yes   

8 Patient's 
Home Yes 06-May-

25 
3:20 
PM Yes Yes Saline Yes 30 

seconds Yes 3:47 
PM Allevyn Yes   
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Subjec
t 

Numb
er 

Visit 
Numb

er 

Visit 
Location 

Dressi
ng 

Chang
ed 

Date of 
Dressing 
Change 

Time 
Dressin

g 
Remove

d 

Strike 
Through 
Observe

d? 

Wound 
Cleansin

g 
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ed 

Cleansi
ng 

Solutio
n 

Dried 
With 
Gauz

e? 

Duratio
n of 

Drying 

Dressi
ng Re-
Applie

d 

Time of 
Dressin

g 
Applied 

Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

9 Patient's 
Home Yes 08-May-

25 
11:22 
AM Yes Yes Saline Yes 30 

seconds Yes 11:51 
AM Urgo Ag Yes   

10 Patient's 
Home Yes 12-May-

25 
3:17 
PM Yes Yes Saline Yes 30 

seconds Yes 3:44 
PM Urgo Ag Yes   

11 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
12 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   

13 Patient's 
Home   16-May-

25 
3:53 
PM Yes Yes Saline Yes 30 

seconds Yes 4:15 
PM 

Urgo Clean 
Start NR   

                

01-003 

1 Clinical 
Centre Yes 07-May-

25 
4:05 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Patient's 
Home Yes 19-May-

25 
3:35 
PM Yes Yes Saline Yes 30 

seconds Yes 4:20 
PM Allevyn Yes   

3 Patient's 
Home Yes 21-May-

25 
9:50 
AM Yes Yes Saline Yes 30 

seconds Yes 10:28 
AM Urgo Ag Yes   

4 Patient's 
Home Yes 23-May-

25 
9:45 
AM Yes Yes Saline Yes 30 

seconds Yes 10:25 
AM Urgo Ag Yes   

5 Patient's 
Home Yes 27-May-

25 
9:42 
AM Yes Yes Saline Yes 30 

seconds Yes 10:24 
AM Urgo Ag Yes   

6 Patient's 
Home Yes 28-May-

25 
2:16 
PM Yes Yes Saline Yes 30 

seconds Yes 3:02 
PM Urgo Start Yes   

7 Patient's 
Home Yes 30-May-

25 
9:31 
AM Yes Yes Saline Yes 30 

seconds Yes 10:15 
AM Urgo Start Yes   

8 Patient's 
Home Yes 02-Jun-

25 
10:10 
AM Yes Yes Saline Yes 30 

seconds Yes 10:45 
AM Allevyn Yes   

9 Patient's 
Home Yes 04-Jun-

25 
9:32 
AM Yes Yes Saline Yes 30 

seconds Yes 10:07 
AM Allevyn Yes   

10 Patient's 
Home Yes 06-Jun-

25 
11:17 
AM Yes Yes Saline Yes  30 

seconds Yes 11:46 
AM Allevyn Yes   

11 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
12 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
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Subjec
t 

Numb
er 

Visit 
Numb

er 

Visit 
Location 

Dressi
ng 

Chang
ed 

Date of 
Dressing 
Change 

Time 
Dressin

g 
Remove

d 

Strike 
Through 
Observe

d? 

Wound 
Cleansin

g 
Perform

ed 

Cleansi
ng 

Solutio
n 

Dried 
With 
Gauz

e? 

Duratio
n of 

Drying 

Dressi
ng Re-
Applie

d 

Time of 
Dressin

g 
Applied 

Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

13 Clinical 
Centre Yes 13-Jun-

25 
10:41 
AM Yes Yes Saline Yes 30 

seconds Yes 11:16 
AM Allevyn Yes   

                

01-004 

1 Clinical 
Centre Yes 27-May-

25 
11:40 
AM - Yes Saline Yes 30 

seconds Yes NR Mepilex Yes   

2 Clinical 
Centre Yes 09-Jun-

25 
9:58 
AM Yes Yes Saline Yes 30 

seconds Yes 11:52 
AM Allevyn Yes   

3 Clinical 
Centre Yes 11-Jun-

25 
9:08 
AM Yes Yes Saline Yes 30 

seconds Yes 9:55 
AM Allevyn Yes   

4 Clinical 
Centre Yes 13-Jun-

25 
9:05 
AM Yes Yes Saline Yes 30 

seconds Yes 9:37 
AM Allevyn Yes   

5 Clinical 
Centre Yes 16-Jun-

25 
8:35 
AM Yes Yes Saline Yes 30 

seconds Yes 9:12 
AM Allevyn Yes   

6 Clinical 
Centre Yes 18-Jun-

25 
9:12 
AM Yes Yes Saline Yes 30 

seconds Yes 9:47 
AM Allevyn Yes   

7 Clinical 
Centre Yes 20-Jun-

25 
9:15 
AM Yes Yes Saline Yes 30 

seconds Yes 9:52 
AM Allevyn Yes   

8 Clinical 
Centre Yes 23-Jun-

25 
8:48 
AM Yes Yes Saline Yes 30 

seconds Yes 9:42 
AM Allevyn Yes   

9 Clinical 
Centre Yes 25-Jun-

25 
9:05 
AM Yes Yes Saline Yes 30 

seconds Yes 9:47 
AM Allevyn Yes   

10 Clinical 
Centre Yes 27-Jun-

25 
9:10 
AM Yes Yes Saline Yes 30 

seconds Yes 9:47 
AM Allevyn Yes   

11 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
12 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   

13 Clinical 
Centre Yes 07-Jul-

25 
8:45 
AM Yes Yes Saline Yes 30 

seconds Yes 9:25 
AM 

Urgo Clean 
Start Yes   

                

01-005 
1 Patient's 

home Yes 02-Jun-
25 

4:27 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Patient's 
home Yes 16-Jun-

25 
2:40 
PM Yes Yes Saline Yes 30 

seconds Yes 3:34 
PM Allevyn Yes   
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Subjec
t 

Numb
er 

Visit 
Numb

er 

Visit 
Location 

Dressi
ng 

Chang
ed 

Date of 
Dressing 
Change 

Time 
Dressin

g 
Remove

d 

Strike 
Through 
Observe

d? 

Wound 
Cleansin

g 
Perform

ed 

Cleansi
ng 

Solutio
n 

Dried 
With 
Gauz

e? 

Duratio
n of 

Drying 

Dressi
ng Re-
Applie

d 

Time of 
Dressin

g 
Applied 

Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

3 Patient's 
home Yes 18-Jun-

25 
1:35 
PM Yes Yes Saline Yes 30 

seconds Yes 2:02 
PM Allevyn Yes   

4 Patient's 
home Yes 20-Jun-

25 
1:33 
PM Yes Yes Saline Yes 30 

seconds Yes 2:02 
PM Allevyn Yes   

5 Patient's 
home Yes 23-Jun-

25 
3:33 
PM Yes Yes Saline Yes 30 

seconds Yes 4:02 
PM Allevyn Yes   

6 Patient's 
home Yes 25-Jun-

25 
1:20 
PM Yes Yes Saline Yes 30 

seconds Yes 2:00 
PM Allevyn Yes   

7 Patient's 
home Yes 27-Jun-

25 
1:30 
PM Yes Yes Saline Yes 30 

seconds Yes 2:07 
PM Allevyn Yes   

8 Patient's 
home Yes 30-Jun-

25 
1:30 
PM Yes Yes Saline Yes 30 

seconds Yes 2:07 
PM Allevyn Yes   

9 Patient's 
home Yes 02-Jul-

25 
1:19 
PM Yes Yes Saline Yes 30 

seconds Yes 1:43 
PM Allevyn Yes   

10 Patient's 
home Yes 04-Jul-

25 
1:17 
PM Yes Yes Saline Yes 30 

seconds Yes 1:46 
PM Allevyn Yes   

11 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
12 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   

13 Patient's 
home Yes 11-Jul-

25 
1:02 
PM Yes Yes Saline Yes 30 

seconds Yes 1:50 
PM Kliniderm Yes   

                

01-006 

1 Clinical 
Centre Yes 12-Aug-

25 
8:45 
AM - Yes Saline Yes 30 

seconds Yes NR Mepilex Yes   

2 Clinical 
Centre Yes 26-Aug-

25 
9:20 
AM Yes Yes Saline Yes 30 

seconds Yes 9:47 
AM Allevyn Yes   

3 Clinical 
Centre Yes 27-Aug-

25 
9:07 
AM Yes Yes Saline Yes 30 

seconds Yes 9:32 
AM Allevyn Yes   

4 Clinical 
Centre Yes 29-Aug-

25 
9:30 
AM Yes Yes Saline Yes 30 

seconds Yes 10:06 
AM Allevyn Yes   

5 Clinical 
Centre Yes 01-Sep-

25 
9:25 
AM Yes Yes Saline Yes 30 

seconds Yes 10:02 
AM Allevyn Yes   

6 Clinical 
Centre Yes 03-Sep-

25 
9:30 
AM Yes Yes Saline Yes 30 

seconds Yes 9:52 
AM Allevyn Yes   
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Subjec
t 
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er 
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er 
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d 
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Dressin

g 
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Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

7 Clinical 
Centre Yes 05-Sep-

25 
9:23 
AM Yes Yes Saline Yes 30 

seconds Yes 9:52 
AM Allevyn Yes   

8 Clinical 
Centre Yes 08-Sep-

25 
9:15 
AM Yes Yes Saline Yes 30 

seconds Yes 9:32 
AM Allevyn Yes   

9 Clinical 
Centre Yes 10-Sep-

25 
9:33 
AM Yes Yes Saline Yes 30 

seconds Yes 10:00 
AM Allevyn Yes   

10 Clinical 
Centre Yes 12-Sep-

25 
10:25 
AM Yes Yes Saline Yes 30 

seconds Yes 10:47 
AM Allevyn Yes   

11 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   
12 N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A   

13 Clinical 
Centre Yes 19-Sep-

25 
9:25 
AM Yes Yes Saline Yes 30 

seconds Yes 9:25 
AM Allevyn Yes   

 

01-007 

1 Patient's 
home Yes 08-Sep-

25 
3:40 
PM - Yes Saline Yes 30 

seconds Yes NR Mepilex Yes   

2 Patient's 
home Yes 22-Sep-

25 
4:12 
PM Yes Yes Saline Yes 30 

seconds Yes 4:47 
PM Allevyn Yes   

3 Patient's 
home Yes 24-Sep-

25 
4:07 
PM Yes Yes Saline Yes 30 

seconds Yes 4:32 
PM Allevyn Yes   

4 Patient's 
home Yes 26-Sep-

25 
5:15 
PM Yes Yes Saline Yes 30 

seconds Yes 6:11 
PM Allevyn Yes   

5 Patient's 
home Yes 29-Sep-

25 
1:22 
PM Yes Yes Saline Yes 30 

seconds Yes 1:41 
PM Allevyn Yes   

6 Patient's 
home Yes 01-Oct-

25 
1:18 
PM Yes Yes Saline Yes 30 

seconds Yes 2:20 
PM Allevyn Yes   

7 Patient's 
home Yes 03-Oct-

25 
1:05 
PM Yes Yes Saline Yes 30 

seconds Yes 1:44 
PM Allevyn Yes   

8 Patient's 
home Yes 06-Oct-

25 
5:20 
PM Yes Yes Saline Yes 30 

seconds Yes 6:10 
PM Allevyn Yes   

9 Patient's 
home Yes 08-Oct-

25 
5:20 
PM Yes Yes Saline Yes 30 

seconds Yes 6:00 
PM Allevyn Yes   

10 Patient's 
home Yes 10-Oct-

25 
5:15 
PM Yes Yes Saline Yes 30 

seconds Yes 5:57 
PM Allevyn Yes   
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UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

11 Patient's 
home Yes 13-Oct-

25 
5:10 
PM Yes Yes Saline Yes 30 

seconds Yes 5:37 
PM Allevyn Yes   

12 Patient's 
home Yes 15-Oct-

25 
3:10 
PM Yes Yes Saline Yes 30 

seconds Yes 4:17 
PM Allevyn Yes   

13 Patient's 
home Yes 17-Oct-

25 
5:30 
PM Yes Yes Saline Yes 30 

seconds Yes 5:45 
PM Cutimed No Coban-2 

                

01-008 

1 Clinical 
Centre Yes 22-Sep-

25 
11:34 
AM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Clinical 
Centre Yes 06-Oct-

25 
10:53 
AM Yes Yes Saline Yes 30 

seconds Yes 11:47 
AM Allevyn Yes   

3 Clinical 
Centre Yes 08-Oct-

25 
11:40 
AM Yes Yes Saline Yes 30 

seconds Yes  12:12 
PM Allevyn Yes   

4 Clinical 
Centre Yes 10-Oct-

25 
11:40 
AM Yes Yes Saline Yes 30 

seconds Yes 12:13 
PM Allevyn Yes   

5 Clinical 
Centre Yes 13-Oct-

25 
11:37 
AM Yes Yes Saline Yes 30 

seconds Yes 12:17 
PM Allevyn Yes   

6 Clinical 
Centre Yes 15-Oct-

25 
11:35 
AM Yes Yes Saline  Yes 30 

seconds Yes  12:13 
PM Allevyn Yes   

7 Clinical 
Centre Yes 17-Oct-

25 
10:10 
AM Yes Yes Saline Yes 30 

seconds Yes 10:52 
AM Allevyn Yes   

8 Clinical 
Centre Yes 20-Oct-

25 
11:45 
AM Yes Yes Saline Yes 30 

seconds Yes 12:07 
PM Allevyn Yes   

9 Clinical 
Centre Yes 22-Oct-

25 
11:30 
AM Yes Yes Saline Yes 30 

seconds Yes 11:42 
AM Allevyn Yes   

10 Clinical 
Centre Yes 24-Oct-

25 
11:23 
AM Yes Yes Saline Yes 30 

seconds Yes 11:47 
AM Allevyn Yes   

11 Clinical 
Centre Yes 27-Oct-

25 
11:35 
AM Yes Yes Saline Yes 30 

seconds Yes 12:02 
PM Allevyn Yes   

12 Clinical 
Centre Yes 29-Oct-

25 
11:30 
AM Yes Yes Saline Yes 30 

seconds Yes 11:52 
AM Allevyn Yes   

13 Clinical 
Centre Yes 31-Oct-

25 
11:32 
AM Yes Yes Saline Yes 30 

seconds Yes 11:57 
AM Allevyn Yes   
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Time of 
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g 
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Brand of 
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Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

01-009 

1 Clinical 
Centre Yes 02-Oct-

25 
2:20 
PM - Yes Saline Yes 30 

seconds Yes  NR Allevyn Yes   

2 Clinical 
Centre Yes 17-Oct-

25 
3:10 
PM Yes Yes Saline Yes 30 

seconds Yes  5:37 
PM Allevyn Yes   

3 Clinical 
Centre Yes 20-Oct-

25 
2:38 
PM Yes Yes Saline Yes 30 

seconds Yes  2:52 
PM Allevyn  Yes   

4 Clinical 
Centre Yes 22-Oct-

25 
2:15 
PM Yes Yes Saline Yes 30 

seconds Yes  2:33 
PM Allevyn Yes   

5 Clinical 
Centre Yes 24-Oct-

25 
2:15 
PM Yes Yes Saline Yes 30 

seconds Yes  2:32 
PM Allevyn Yes   

6 Clinical 
Centre Yes 27-Oct-

25 
2:12 
PM Yes Yes Saline Yes 30 

seconds Yes  2:37 
PM Allevyn Yes   

7 Clinical 
Centre Yes 29-Oct-

25 
2:10 
PM Yes Yes Saline Yes 30 

seconds Yes  2:49 
PM Allevyn Yes   

8 Clinical 
Centre Yes 31-Oct-

25 
1:20 
PM Yes Yes Saline Yes 30 

seconds Yes  2:43 
PM Allevyn Yes   

9 Clinical 
Centre Yes 03-Nov-

25 
2:25 
PM Yes Yes Saline Yes 30 

seconds Yes  2:50 
PM Allevyn Yes   

10 Clinical 
Centre Yes 05-Nov-

25 
2:22 
PM Yes Yes Saline Yes 30 

seconds Yes  2:47 
PM Allevyn Yes   

11 Clinical 
Centre Yes 07-Nov-

25 
2:10 
PM Yes Yes Saline Yes 30 

seconds Yes  2:31 
PM Allevyn Yes   

12 Clinical 
Centre Yes 10-Nov-

25 
2:05 
PM Yes Yes Saline Yes 30 

seconds Yes  2:27 
PM Allevyn  Yes   

13 Clinical 
Centre Yes 12-Nov-

25 
1:39 
PM Yes Yes Saline Yes 30 

seconds Yes  1:57 
PM Allevyn Yes   

                

01-010 

1 Patient's 
home Yes 17-Oct-

25 
1:15 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Clinical 
Centre Yes 20-Oct-

25 
1:17 
PM Yes Yes Saline Yes 30 

seconds Yes 1:47 
PM Allevyn Yes   

3 Clinical 
Centre Yes 22-Oct-

25 
1:15 
PM Yes Yes Saline Yes 30 

seconds Yes 1:33 
PM Allevyn Yes   
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t 
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er 
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Applie

d 

Time of 
Dressin

g 
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Brand of 
Secondary 
Dressing 

UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

4 Clinical 
Centre Yes 24-Oct-

25 
1:08 
PM Yes Yes Saline Yes 30 

seconds Yes 1:32 
PM Allevyn Yes   

5 Clinical 
Centre Yes 27-Oct-

25 
1:10 
PM Yes Yes Saline Yes 30 

seconds Yes 1:42 
PM Allevyn Yes   

6 Clinical 
Centre Yes 29-Oct-

25 
1:05 
PM Yes Yes Saline Yes 30 

seconds Yes 1:40 
PM Allevyn Yes   

7 Clinical 
Centre Yes 31-Oct-

25 
1:10 
PM Yes Yes Saline Yes 30 

seconds Yes 1:32 
PM Allevyn Yes   

8 Clinical 
Centre Yes 03-Nov-

25 
1:08 
PM Yes Yes Saline Yes 30 

seconds Yes 1:45 
PM Allevyn Yes   

9 Clinical 
Centre Yes 05-Nov-

25 
1:08 
PM Yes Yes Saline Yes 30 

seconds Yes 1:37 
PM Allevyn Yes   

10 Clinical 
Centre Yes 07-Nov-

25 
12:50 
PM Yes Yes Saline Yes 30 

seconds Yes 1:17 
PM Allevyn Yes   

11 Clinical 
Centre Yes 10-Nov-

25 
12:50 
PM Yes Yes Saline Yes 30 

seconds Yes 1:22 
PM Allevyn Yes   

12 Clinical 
Centre Yes 12-Nov-

25 
12:50 
PM Yes Yes Saline Yes 30 

seconds Yes 1:17 
PM Allevyn Yes   

13 Clinical 
Centre Yes 14-Nov-

25 
1:05 
PM Yes Yes Saline Yes 30 

seconds Yes 1:27 
PM Allevyn Yes   

 

01-011 

1 Clinical 
Centre Yes 23-Oct-

25 
2:00 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Clinical 
Centre Yes 07-Nov-

25 
10:15 
AM Yes Yes Saline Yes 30 

seconds Yes 10:37 
AM Allevyn Yes   

3 Clinical 
Centre Yes 10-Nov-

25 
10:15 
AM Yes Yes Saline Yes 30 

seconds Yes 10:43 
AM Allevyn Yes   

4 Clinical 
Centre Yes 12-Nov-

25 
10:00 
AM Yes Yes Saline Yes 30 

seconds Yes 10:33 
AM Allevyn Yes   

5 Clinical 
Centre Yes 14-Nov-

25 
10:15 
AM Yes Yes Saline Yes 30 

seconds Yes 10:39 
AM Allevyn Yes   

6 Clinical 
Centre Yes 17-Nov-

25 
2:40 
PM Yes Yes Saline Yes 30 

seconds Yes 3:05 
PM Allevyn Yes   
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UrgoK2 
Compressi

on 
Applied? 

Comme
nts 

7 Clinical 
Centre Yes 19-Nov-

25 
10:15 
AM Yes Yes Saline Yes 30 

seconds Yes 11:05 
AM Allevyn Yes   

8 Clinical 
Centre Yes 21-Nov-

25 
9:00 
AM Yes Yes Saline Yes 30 

seconds Yes 09.32 
AM Allevyn Yes   

9 Clinical 
Centre Yes 24-Nov-

25 
10:15 
AM Yes Yes Saline Yes 30 

seconds Yes 10:38 
AM Allevyn Yes   

10 Clinical 
Centre Yes 26-Nov-

25 
10:27 
AM Yes Yes Saline Yes 30 

seconds Yes 11:00 
AM Allevyn Yes   

11 Clinical 
Centre Yes 28-Nov-

25 
1:35 
PM Yes Yes Saline Yes 30 

seconds Yes 2:03 
PM Allevyn Yes   

12 Clinical 
Centre Yes 01-Dec-

25 
10:12 
AM Yes No - Yes 30 

seconds Yes 10:27 
AM Allevyn Yes   

13 Clinical 
Centre Yes 03-Dec-

25 
11:47 
AM Yes Yes Saline Yes 30 

seconds Yes 12:15 
PM 

Urgo Ag 
Clean No Coban-2 

                

01-012 

1 Clinical 
Centre Yes 23-Oct-

25 
3:44 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Clinical 
Centre Yes 07-Nov-

25 
11:45 
AM Yes Yes Saline Yes 30 

seconds Yes 12:17 
PM Allevyn Yes   

3 Clinical 
Centre Yes 10-Nov-

25 
11:25 
AM Yes Yes Saline Yes 30 

seconds Yes 12:03 
PM Allevyn Yes   

4 Clinical 
Centre Yes 12-Nov-

25 
11:30 
AM Yes Yes Saline Yes 30 

seconds Yes 12:05 
PM Allevyn Yes   

                

01-013 

1 Patient's 
home Yes 14-Nov-

25 
9:25 
AM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Patient's 
home Yes 21-Nov-

25 
11:20 
AM Yes Yes Saline Yes 30 

seconds Yes 12:05 
PM Allevyn Yes   

3 Patient's 
home Yes 24-Nov-

25 
10:50 
AM Yes Yes Saline Yes 30 

seconds Yes 11:33 
AM Allevyn Yes   

4 Patient's 
home Yes 26-Nov-

25 
10:47 
AM Yes Yes Saline Yes 30 

seconds Yes 11:20 
AM Allevyn Yes   
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Compressi

on 
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Comme
nts 

5 Patient's 
home Yes 29-Nov-

25 
10:45 
AM Yes Yes Saline Yes 30 

seconds Yes 11:22 
AM Allevyn Yes   

6 Patient's 
home Yes 01-Dec-

25 
10:52 
AM Yes Yes Saline Yes 30 

seconds Yes 11:32 
AM Allevyn Yes   

7 Patient's 
home Yes 03-Dec-

25 
10:42 
AM Yes Yes Saline Yes 30 

seconds Yes 11:02 
AM Allevyn Yes   

8 Patient's 
home Yes 05-Dec-

25 
1:15 
PM Yes Yes Saline Yes 30 

seconds Yes 1:42 
PM Allevyn Yes   

9 Patient's 
home Yes 08-Dec-

25 
12:37 
PM Yes Yes Saline Yes 30 

seconds Yes 1:07 
PM Allevyn Yes   

10 Patient's 
home Yes 10-Dec-

25 
12:42 
AM Yes Yes Saline Yes 30 

seconds Yes 1:07 
PM Allevyn Yes   

11 Patient's 
home Yes 12-Dec-

25 
10:10 
AM Yes Yes Saline Yes 30 

seconds Yes 10:23 
AM Allevyn Yes   

12 Patient's 
home Yes 15-Dec-

25 
10:45 
AM Yes Yes Saline Yes 30 

seconds Yes 10:57 
AM Allevyn Yes   

13 Patient's 
home Yes 17-Dec-

25 
10:45 
AM Yes Yes Saline Yes 30 

seconds Yes 11:15 
AM Urgo Clean No Coban-2 

                

01-014 

1 Patient's 
home Yes 11-Nov-

25 
12:25 
PM - Yes Saline Yes 30 

seconds Yes NR Allevyn Yes   

2 Clinical 
Centre Yes 21-Nov-

25 
12:38 
PM Yes Yes Saline Yes 30 

seconds Yes 1:07 
PM Allevyn Yes   

3 Clinical 
Centre Yes 24-Nov-

25 
12:37 
PM Yes Yes Saline Yes 30 

seconds Yes 1:17 
PM Allevyn Yes   

4 Clinical 
Centre Yes 26-Nov-

25 
12:45 
PM Yes Yes Saline Yes 30 

seconds Yes 12:52 
PM Urgo Ag Yes   

5 Clinical 
Centre Yes 28-Nov-

25 
12:55 
PM Yes Yes Saline Yes 30 

seconds Yes 1:14 
PM Urgo Ag Yes   

6 Clinical 
Centre Yes 01-Dec-

25 
12:42 
PM Yes Yes Saline Yes 30 

seconds Yes 1:00 
PM Urgo Ag Yes   

7 Clinical 
Centre Yes 03-Dec-

25 
12:15 
PM Yes Yes Saline Yes 30 

seconds Yes 12:52 
PM Allevyn Yes   
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8 Clinical 
Centre Yes 05-Dec-

25 
12:30 
PM Yes Yes Saline Yes 30 

seconds Yes 12:55 
PM Allevyn Yes   

9 Clinical 
Centre Yes 08-Dec-

25 
12:35 
PM Yes Yes Saline Yes 30 

seconds Yes 1:00 
PM Allevyn Yes   

10 Clinical 
Centre Yes 10-Dec-

25 
12:20 
PM Yes Yes Saline Yes 30 

seconds Yes 12:47 
PM Urgo Ag Yes   

11 Clinical 
Centre Yes 12-Dec-

25 
12:15 
PM Yes Yes Saline Yes 30 

seconds Yes 1:05 
PM Urgo Ag Yes   

12 Clinical 
Centre Yes 15-Dec-

25 
12:29 
PM Yes Yes Saline Yes 30 

seconds Yes 12:53 
PM Urgo Ag Yes   

13 Patient's 
home Yes 17-Dec-

25 
12:05 
PM Yes Yes Saline Yes 30 

seconds Yes 12:20 
PM Urgo Clean No Coban-2 
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Listing 16.2.5.2: Drug Administration [Safety Population] 

Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

01-001 

1 No - - - -   

2 Yes 24-Mar-25 12:05 PM 0.8 1.0 Silhouette Rounding dosing guidance to nearest 1mL at time of 
dosing 

3 Yes 26-Mar-25 12:08 PM 0.6 1.0 Silhouette Rounding dosing guidance to nearest 1mL at time of 
dosing 

4 Yes 28-Mar-25 11:45 PM 0.5 1.0 Silhouette Rounding dosing guidance to nearest 1mL at time of 
dosing 

5 Yes 31-Mar-25 11:40 AM 0.4 0.5 Wound size reduced on reassessment of silhouette image post-visit 

6 Yes 02-Apr-25 12:00 PM 0.3 0.4 Wound size reduced on reassessment of silhouette image post-visit 

7 Yes 04-Apr-25 11:52 AM 0.1 0.4 Wound size reduced on reassessment of silhouette image post-visit 
        

01-002 

1 No - - - -   
2 Yes 22-Apr-25 11:32 AM 2.5 2.5 - 
3 Yes 23-Apr-25 3:53 PM 2.2 2.3 Wound size reduced on reassessment of silhouette image post-visit 
4 Yes 25-Apr-25 3:59 PM 1.6 1.8 Wound size reduced on reassessment of silhouette image post-visit 
5 Yes 28-Apr-25 3:43 PM 1.4 1.5 Wound size reduced on reassessment of silhouette image post-visit 

6 Yes 30-Apr-25 3:20 PM 1.6 1.3 Wound size increased on reassessment of silhouette image post-
visit 

7 Yes 02-May-25 3:56 PM 1.0 0.8 Wound size increased on reassessment of silhouette image post-
visit 

8 Yes 06-May-25 3:45 PM 1.2 1.2 - 
9 Yes 08-May-25 11:48 AM 1.0 1.0 - 
10 Yes 12-May-25 3:43 PM 0.6 0.6 - 
11 N/A - - - - Visit 11 implemented protocol v5.0 
12 N/A - - - - Visit 12 implemented protocol v5.0 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

13 No - - - -   
        

01-003 

1 No - - - - - 
2 Yes 19-May-25 4:18 PM 0.7 0.7 - 
3 Yes 21-May-25 10:25 AM 0.7 0.7 - 
4 Yes 23-May-25 10:20 AM 0.7 0.7 - 
5 Yes 27-May-25 10:20 AM 0.6 0.6 - 
6 Yes 28-May-25 2:58 PM 0.6 0.7 Wound size reduced on reassessment of silhouette image post-visit 
7 Yes 30-May-25 9:58 AM 0.7 0.7 - 
8 Yes 02-Jun-25 10:36 AM 0.7 0.7 - 
9 Yes 04-Jun-25 10:05 AM 0.7 0.7 - 
10 Yes 06-Jun-25 11:40 AM 0.7 0.7 - 
11 N/A - - - - Visit 11 implemented protocol v5.0 
12 N/A - - - - Visit 11 implemented protocol v5.0 
13 No - - - - - 

        

01-004 

1 No - - - - - 
2 Yes 09-Jun-25 11:48 AM 4.2 4.2 - 
3 Yes 11-Jun-25 9:53 AM 4.5 4.5 - 
4 Yes 13-Jun-25 9:35 AM 4.1 4.3 Wound size reduced on reassessment of silhouette image post-visit 
5 Yes 16-Jun-25 9:10 AM 4.1 4.1 - 
6 Yes 18-Jun-25 9:45 AM 4.0 4.0 - 
7 Yes 20-Jun-25 9:50 AM 3.9 3.9 - 
8 Yes 23-Jun-25 9:40 AM 3.4 3.4 - 
9 Yes 25-Jun-25 9:45 AM 2.3 2.3 - 
10 Yes 27-Jun-25 9:45 AM 2.1 2.1 - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

11 N/A - - - - Visit 11 implemented protocol v5.0 
12 N/A - - - - Visit 11 implemented protocol v5.0 
13 No - - - -   

        

01-005 

1 No - - - - - 
2 Yes 16-Jun-25 3:32 PM 1.1 1.1 - 
3 Yes 18-Jun-25 2:00 PM 1.1 1.1 - 
4 Yes 20-Jun-25 2:00 PM 1.1 1.1 - 
5 Yes 23-Jun-25 4:00 PM 1.0 1.0 - 
6 Yes 25-Jun-25 1:47 PM 1.0 1.0 - 
7 Yes 27-Jun-25 2:05 PM 1.0 1.0 - 
8 Yes 30-Jun-25 2:05 PM 1.0 1.0 - 
9 Yes 02-Jul-25 1:42 PM 1.0 1.0 - 
10 Yes 04-Jul-25 1:45 PM 0.8 0.8 - 
11 N/A - - - - Visit 11 implemented protocol v5.0 
12 N/A - - - - Visit 11 implemented protocol v5.0 
13 No - - - - - 

        

01-006 

1 No - - - - - 
2 Yes 26-Aug-25 9:45 AM 2.2 2.2 - 
3 Yes 27-Aug-25 9:30 AM 2.2 2.2 - 
4 Yes 29-Aug-25 10:05 AM 1.8 1.8 - 
5 Yes 01-Sep-25 10:00 AM 1.8 1.8 - 
6 Yes 03-Sep-25 9:50 AM 1.3 1.3 - 
7 Yes 05-Sep-25 9:50 AM 0.9 0.9 - 
8 Yes 08-Sep-25 9:30 AM 1.1 1.1 - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

9 Yes 10-Sep-25 9:45 AM 0.9 0.9 - 
10 Yes 12-Sep-25 10:45 AM 0.8 0.8 - 
11 N/A - - - - Visit 11 implemented protocol v5.0 
12 N/A - - - - Visit 11 implemented protocol v5.0 
13 No - - - -   

        

01-007 

1 No - - - - - 
2 Yes 22-Sep-25 4:45 PM 3.6 3.6 - 
3 Yes 24-Sep-25 4:30 PM 3.6 3.6 - 
4 Yes 26-Sep-25 6:10 PM 3.8 3.8 - 
5 Yes 28-Sep-25 1:40 PM 3.7 3.7 - 
6 Yes 01-Oct-25 1:59 PM 3.6 3.6 - 
7 Yes 03-Oct-25 1:37 PM 3.4 3.4 - 
8 Yes 06-Oct-25 6:00 PM 3.4 3.4 - 
9 Yes 08-Oct-25 5:55 PM 3.6 3.6 - 
10 Yes 10-Oct-25 5:55 PM 3.6 3.6 - 
11 Yes 13-Oct-25 5:35 PM 3.6 3.6 - 
12 Yes 15-Oct-25 4:15 PM 3.5 3.5 - 
13 No - - - - - 

        

01-008 

1 No - - - - - 
2 Yes 06-Oct-25 11:45 AM 0.5 0.5 - 
3 Yes 08-Oct-25 12:10 PM 0.4 0.4 - 
4 Yes 10-Oct-25 12:10 PM 0.3 0.3 - 
5 Yes 13-Oct-25 12:15 PM 0.4 0.4 - 
6 Yes 15-Oct-25 12:08 PM 0.4 0.4 - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

7 Yes 17-Oct-25 10:50 AM 0.4 0.4 - 
8 Yes 20-Oct-25 12:05 PM 0.4 0.4 - 
9 Yes 22-Oct-25 11:40 AM 0.4 0.4 - 
10 Yes 24-Oct-25 11:45 AM 0.4 0.4 - 
11 Yes 27-Oct-25 11:58 AM 0.4 0.4 - 
12 Yes 29-Oct-25 11:50 AM 0.4 0.4 - 
13 No - - - - - 

        

01-009 

1 No - - - - - 
2 Yes 17-Oct-25 3:35 PM 0.7 0.7 - 
3 Yes 20-Oct-25 2:50 PM 0.6 0.7 Wound size reduced on reassessment of silhouette image post-visit 
4 Yes 22-Oct-25 2:30 PM 0.5 0.5 - 
5 Yes 24-Oct-25 2:30 PM 0.5 0.5 - 
6 Yes 27-Oct-25 2:35 PM 0.4 0.4 - 
7 Yes 29-Oct-25 2:47 PM 0.4 0.4 - 
8 Yes 31-Oct-25 2:40 PM 0.4 0.4 - 
9 Yes 03-Nov-25 2:47 PM 0.4 0.4 - 
10 Yes 05-Nov-25 2:45 PM 0.3 0.3 - 
11 Yes 07-Nov-25 2:27 PM 0.3 0.3 - 
12 Yes 10-Nov-25 2:25 PM 0.3 0.3 - 
13 No - - - - - 

        

01-010 

1 No - - - - - 
2 Yes 20-Oct-25 1:45 PM 0.9 0.9 - 
3 Yes 22-Oct-25 1:30 PM 0.9 0.9 - 
4 Yes 24-Oct-25 1:30 PM 0.8 0.8 - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

5 Yes 27-Oct-25 1:39 PM 0.7 0.7 - 
6 Yes 29-Oct-25 1:35 PM 0.6 0.6 - 
7 Yes 31-Oct-25 1:30 PM 0.6 0.6 - 
8 Yes 03-Nov-25 1:42 PM 0.6 0.6 - 
9 Yes 05-Nov-25 1:35 PM 0.6 0.6 - 
10 Yes 07-Nov-25 1:15 PM 0.4 0.4 - 
11 Yes 10-Nov-25 1:20 PM 0.4 0.4 - 
12 Yes 12-Nov-25 1:15 PM 0.3 0.3 - 
13 No - - - - - 

        

01-011 

1 No - - - - - 

2 Yes 07-Nov-25 10:37 AM 2.4 2.5 Updated assessment of Silhouette wound size by PI on 03 Dec 
2025 

3 Yes 10-Nov-25 10:40 AM 2.1 2.1 - 
4 Yes 12-Nov-25 10:30 AM 2.1 2.1 - 
5 Yes 14-Nov-25 10:37 AM 2.0 2.0 - 
6 Yes 17-Nov-25 3:00 PM 2.0 2.0 - 
7 Yes 19-Nov-25 11:00 AM 1.9 1.9 - 
8 Yes 21-Nov-25 9:30 AM 1.9 1.9 - 
9 Yes 24-Nov-25 10:36 AM 1.9 1.9 - 
10 Yes 26-Nov-25 10:58 AM 1.8 1.8 - 
11 Yes 28-Nov-25 2:00 PM 1.8 1.8 - 
12 Yes 01-Dec-25 10:25 AM 1.8 1.8 - 
13 No - - - - - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

01-012 

1 No - - - - - 
2 Yes 07-Nov-25 12:15 PM 0.6 0.6 - 
3 Yes 10-Nov-25 12:00 PM 0.5 0.5 - 
4 Yes 12-Nov-25 12:00 PM 0.5 0.5 - 

        

01-013 

1 No - - - - - 
2 Yes 21-Nov-25 12:00 PM 0.7 0.7 - 
3 Yes 24-Nov-25 11:30 AM 0.6 0.6 - 
4 Yes 26-Nov-25 11:15 AM 0.5 0.5 - 
5 Yes 29-Nov-25 11:20 AM 0.5 0.5 - 
6 Yes 01-Dec-25 11:30 AM 0.5 0.5 - 
7 Yes 03-Dec-25 11:00 AM 0.5 0.5 - 
8 Yes 05-Dec-25 1:40 PM 0.4 0.4 - 
9 Yes 08-Dec-25 1:05 PM 0.5 0.5 - 
10 Yes 10-Dec-25 1:05 PM 0.4 0.4 - 
11 Yes 12-Dec-25 10:20 AM 0.3 0.3 - 
12 Yes 15-Dec-25 10:55 AM 0.3 0.3 - 
13 No - - - - - 

        

01-014 

1 No - - - - - 
2 Yes 21-Nov-25 1:05 PM 3.2 3.2 - 
3 Yes 24-Nov-25 1:15 PM 2.9 2.9 - 
4 Yes 26-Nov-25 12:50 PM 2.9 2.9 - 
5 Yes 28-Nov-25 1:14 PM 2.7 2.7 - 
6 Yes 01-Dec-25 12:57 PM 2.6 2.6 - 
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Subject 
Number  Visit 

Did the 
subject 

receive IMP 
at this visit? 

Date of 
Administration Time 

Planned 
Volume to be 
administered 

(mL) 

Total Volume 
Administered 

(mL) 
Reason for difference 

7 Yes 03-Dec-25 12:50 PM 2.6 2.5 2.5ml was administered according to the calculations during the 
visit. The images have been re-assessed hence the change of dose 

8 Yes 05-Dec-25 12:52 PM 2.8 2.8 - 
9 Yes 08-Dec-25 12:58 PM 2.7 2.7 - 
10 Yes 10-Dec-25 12:44 PM 2.5 2.5 - 
11 Yes 12-Dec-25 1:03 PM 2.5 2.5 - 
12 Yes 15-Dec-25 12:50 PM 2.4 2.4 - 
13 No - - - - - 
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Listing 16.2.6.1: Wound Area Assessments (ITT Population) 
 

Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

01-001 

1 11-Mar-25 12:00 PM 3.9 -0.1 -2.6% 
2 (Baseline) 24-Mar-25 11:46 AM 4.0 0.0 0.0% 

3 26-Mar-25 11:42 AM 3.0 -1.0 -25.0% 
4 28-Mar-25 11:20 AM 2.7 -1.3 -32.5% 
5 31-Mar-25 11:21 AM 2.2 -1.8 -45.0% 
6 02-Apr-25 11:31 AM 1.4 -2.6 -65.0% 
7 04-Apr-25 11:29 AM 0.4 -3.6 -90.0% 

8 (LOCF) - - 0.4 -3.6 -90.0% 
9 (LOCF) - - 0.4 -3.6 -90.0% 
10 (LOCF) - - 0.4 -3.6 -90.0% 
11 (LOCF) - - 0.4 -3.6 -90.0% 
12 (LOCF) - - 0.4 -3.6 -90.0% 

13 (LOCF) - - 0.4 -3.6 -90.0% 

  
     

01-002 

1 08-Apr-25 11:57 AM 12.2 -0.1 -0.8% 
2 (Baseline) 22-Apr-25 11:17 AM 12.3 0.0 0.0% 

3 23-Apr-25 3:41 PM 11.1 -1.2 -9.8% 
4 25-Apr-25 3:30 PM 8.1 -4.2 -34.1% 
5 28-Apr-25 3:35 PM 7.2 -5.1 -41.5% 
6 30-Apr-25 3:27 PM 7.8 -4.5 -36.6% 
7 02-May-25 3:41 PM 4.9 -7.4 -60.2% 
8 06-May-25 3:29 PM 5.9 -6.4 -52.0% 
9 08-May-25 11:29 AM 5.2 -7.1 -57.7% 
10 12-May-25 3:25 PM 3.0 -9.3 -75.6% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

11 (LOCF) - - 3.0 -9.3 -75.6% 
12 (LOCF) - - 3.0 -9.3 -75.6% 

13 16-May-25 4:08 PM 3.0 -9.3 -75.6% 

  
     

01-003 

1 07-May-25 4:01 PM 3.2 -0.5 -15.6% 
2 (Baseline) 19-May-25 3:58 PM 3.7 0.0 0.0% 

3 21-May-25 10:02 AM 3.3 -0.4 -10.8% 
4 23-May-25 9:58 AM 3.2 -0.5 -13.5% 
5 27-May-25 10:02 AM 3.2 -0.5 -13.5% 
6 28-May-25 2:40 PM 3.4 -0.3 -8.1% 
7 30-May-25 9:42 AM 3.6 -0.1 -2.7% 
8 02-Jun-25 10:23 AM 3.5 -0.2 -5.4% 
9 04-Jun-25 9:49 AM 3.7 0.0 0.0% 
10 06-Jun-25 11:29 AM 3.3 -0.4 -10.8% 

11 (LOCF) - - 3.3 -0.4 -10.8% 
12 (LOCF) - - 3.3 -0.4 -10.8% 

13 13-Jun-25 11:05 AM 4.0 0.3 8.1% 

  
     

01-004 

1 27-May-25 11:33 AM 19.1 -1.8 -9.4% 
2 (Baseline) 09-Jun-25 10:42 AM 20.9 0.0 0.0% 

3 11-Jun-25 9:24 AM 22.4 1.5 7.2% 
4 13-Jun-25 9:13 AM 20.3 -0.6 -2.9% 
5 16-Jun-25 8:46 AM 20.2 -0.7 -3.3% 
6 18-Jun-25 9:29 AM 19.9 -1.0 -4.8% 
7 20-Jun-25 9:29 AM 19.6 -1.3 -6.2% 
8 23-Jun-25 9:07 AM 16.9 -4.0 -19.1% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

9 25-Jun-25 9:34 AM 11.4 -9.5 -45.5% 
10 27-Jun-25 9:35 AM 10.7 -10.2 -48.8% 

11 (LOCF) - - 10.7 -10.2 -48.8% 
12 (LOCF) - - 10.7 -10.2 -48.8% 

13 07-Jul-25 9:04 AM 4.7 -16.2 -77.5% 

  
     

01-005 

1 02-Jun-25 4:41 PM 6.4 1.0 15.6% 
2 (Baseline) 16-Jun-25 2:55 PM 5.4 0.0 0.0% 

3 18-Jun-25 1:43 PM 5.4 0.0 0.0% 
4 20-Jun-25 1:45 PM 5.4 0.0 0.0% 
5 23-Jun-25 3:42 PM 4.9 -0.5 -9.3% 
6 25-Jun-25 1:38 PM 5.1 -0.3 -5.6% 
7 27-Jun-25 1:51 PM 5.0 -0.4 -7.4% 
8 30-Jun-25 1:54 PM 4.9 -0.5 -9.3% 
9 02-Jul-25 1:32 PM 4.9 -0.5 -9.3% 
10 04-Jul-25 1:35 PM 4.2 -1.2 -22.2% 

11 (LOCF) - - 4.2 -1.2 -22.2% 
12 (LOCF) - - 4.2 -1.2 -22.2% 

13 11-Jul-25 1:24 PM 4.6 -0.8 -14.8% 

  
     

01-006 

1 12-Aug-25 9:12 AM 9.8 -1.4 -14.3% 
2 (Baseline) 26-Aug-25 9:36 AM 11.2 0.0 0.0% 

3 27-Aug-25 9:16 AM 11.0 -0.2 -1.8% 
4 29-Aug-25 9:39 AM 8.9 -2.3 -20.5% 
5 01-Sep-25 9:45 AM 8.9 -2.3 -20.5% 
6 03-Sep-25 9:37 AM 6.5 -4.7 -42.0% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

7 05-Sep-25 9:37 AM 4.7 -6.5 -58.0% 
8 08-Sep-25 9:28 AM 5.5 -5.7 -50.9% 
9 10-Sep-25 9:35 AM 4.7 -6.5 -58.0% 
10 12-Sep-25 10:39 AM 3.9 -7.3 -65.2% 

11 (LOCF) - - 3.9 -7.3 -65.2% 
12 (LOCF) - - 3.9 -7.3 -65.2% 

13 19-Sep-25 9:47 AM 3.1 -8.1 -72.3% 

  
     

01-007 

1 08-Sep-25 3:31 PM 20.1 2.2 10.9% 
2 (Baseline) 22-Sep-25 4:32 PM 17.9 0.0 0.0% 

3 24-Sep-25 4:26 PM 18.0 0.1 0.6% 
4 26-Sep-25 5:56 PM 19.2 1.3 7.3% 
5 29-Sep-25 1:32 PM 18.3 0.4 2.2% 
6 01-Oct-25 1:42 PM 18.0 0.1 0.6% 
7 03-Oct-25 1:22 PM 17.2 -0.7 -3.9% 
8 06-Oct-25 5:50 PM 17.0 -0.9 -5.0% 
9 08-Oct-25 5:38 PM 18.0 0.1 0.6% 
10 10-Oct-25 5:44 PM 17.9 0.0 0.0% 
11 13-Oct-25 5:24 PM 17.8 -0.1 -0.6% 
12 15-Oct-25 3:40 PM 17.3 -0.6 -3.4% 
13 17-Oct-25 5:36 PM 16.2 -1.7 -9.5% 

  
     

01-008 

1 22-Sep-25 11:42 AM 3.4 1.1 32.4% 
2 (Baseline) 06-Oct-25 11:12 AM 2.3 0.0 0.0% 

3 08-Oct-25 11:58 AM 2.1 -0.2 -8.7% 
4 10-Oct-25 11:52 AM 1.6 -0.7 -30.4% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

5 13-Oct-25 12:05 PM 2.1 -0.2 -8.7% 
6 15-Oct-25 11:40 AM 2.0 -0.3 -13.0% 
7 17-Oct-25 10:21 AM 2.1 -0.2 -8.7% 
8 20-Oct-25 11:57 AM 2.1 -0.2 -8.7% 
9 22-Oct-25 11:38 AM 2.1 -0.2 -8.7% 
10 24-Oct-25 11:36 AM 2.1 -0.2 -8.7% 
11 27-Oct-25 11:52 AM 2.0 -0.3 -13.0% 
12 29-Oct-25 11:41 AM 2.0 -0.3 -13.0% 
13 31-Oct-25 11:50 AM 1.7 -0.6 -26.1% 

  
     

01-009 

1 02-Oct-25 2:45 PM 2.2 -1.1 -50.0% 
2 (Baseline) 17-Oct-25 3:32 PM 3.3 0.0 0.0% 

3 20-Oct-25 2:43 PM 3.1 -0.2 -6.1% 
4 22-Oct-25 2:27 PM 2.7 -0.6 -18.2% 
5 24-Oct-25 2:16 PM 2.4 -0.9 -27.3% 
6 27-Oct-25 2:25 PM 2.2 -1.1 -33.3% 
7 29-Oct-25 2:27 PM 2.2 -1.1 -33.3% 
8 31-Oct-25 2:29 PM 2.0 -1.3 -39.4% 
9 03-Nov-25 2:44 PM 1.9 -1.4 -42.4% 
10 05-Nov-25 2:29 PM 1.4 -1.9 -57.6% 
11 07-Nov-25 2:22 PM 1.4 -1.9 -57.6% 
12 10-Nov-25 2:22 PM 1.4 -1.9 -57.6% 
13 12-Nov-25 1:42 PM 1.4 -1.9 -57.6% 

  
     

01-010 
1 17-Oct-25 1:37 PM 4.5 0.0 0.0% 

2 (Baseline) 20-Oct-25 1:27 PM 4.5 0.0 0.0% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

3 22-Oct-25 1:26 PM 4.5 0.0 0.0% 
4 24-Oct-25 1:20 PM 3.9 -0.6 -13.3% 
5 27-Oct-25 1:28 PM 3.6 -0.9 -20.0% 
6 29-Oct-25 1:29 PM 3.2 -1.3 -28.9% 
7 31-Oct-25 1:25 PM 3.2 -1.3 -28.9% 
8 03-Nov-25 1:36 PM 3.0 -1.5 -33.3% 
9 05-Nov-25 1:31 PM 3.0 -1.5 -33.3% 
10 07-Nov-25 1:02 PM 1.8 -2.7 -60.0% 
11 10-Nov-25 1:12 PM 1.8 -2.7 -60.0% 
12 12-Nov-25 1:04 PM 1.4 -3.1 -68.9% 
13 14-Nov-25 1:14 PM 1.6 -2.9 -64.4% 

  
     

01-011 

1 23-Oct-25 2:08 PM 12.2 0.2 1.6% 
2 (Baseline) 07-Nov-25 10:32 AM 12.0 0.0 0.0% 

3 10-Nov-25 10:30 AM 10.7 -1.3 -10.8% 
4 12-Nov-25 10:12 AM 10.6 -1.4 -11.7% 
5 14-Nov-25 10:33 AM 10.2 -1.8 -15.0% 
6 17-Nov-25 2:51 PM 10.2 -1.8 -15.0% 
7 19-Nov-25 10:43 AM 9.7 -2.3 -19.2% 
8 21-Nov-25 9:18 AM 9.3 -2.7 -22.5% 
9 24-Nov-25 10:34 AM 9.7 -2.3 -19.2% 
10 26-Nov-25 10:56 AM 9.2 -2.8 -23.3% 
11 28-Nov-25 1:47 PM 8.9 -3.1 -25.8% 
12 01-Dec-25 10:20 AM 8.9 -3.1 -25.8% 
13 03-Dec-25 12:00 PM 8.4 -3.6 -30.0% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

01-012 

1 23-Oct-25 3:56 PM 2.7 -0.1 -3.7% 
2 (Baseline) 07-Nov-25 12:01 PM 2.8 0.0 0.0% 

3 10-Nov-25 11:47 AM 2.3 -0.5 -17.9% 
4 12-Nov-25 11:52 AM 2.3 -0.5 -17.9% 

5 (LOCF) - - 2.3 -0.5 -17.9% 
6 (LOCF) - - 2.3 -0.5 -17.9% 
7 (LOCF) - - 2.3 -0.5 -17.9% 
8 (LOCF) - - 2.3 -0.5 -17.9% 
9 (LOCF) - - 2.3 -0.5 -17.9% 
10 (LOCF) - - 2.3 -0.5 -17.9% 
11 (LOCF) - - 2.3 -0.5 -17.9% 
12 (LOCF) - - 2.3 -0.5 -17.9% 
13 (LOCF) - - 2.3 -0.5 -17.9% 

  
     

01-013 

1 14-Nov-25 9:35 AM 3.5 -0.1 -2.9% 
2 (Baseline) 21-Nov-25 11:45 AM 3.6 0.0 0.0% 

3 24-Nov-25 11:15 AM 3.1 -0.5 -13.9% 
4 26-Nov-25 11:04 AM 2.6 -1.0 -27.8% 
5 29-Nov-25 10:54 AM 2.5 -1.1 -30.6% 
6 01-Dec-25 11:02 AM 2.3 -1.3 -36.1% 
7 03-Dec-25 10:54 AM 2.3 -1.3 -36.1% 
8 05-Dec-25 1:38 PM 2.1 -1.5 -41.7% 
9 08-Dec-25 1:02 PM 2.5 -1.1 -30.6% 
10 10-Dec-25 12:59 PM 1.9 -1.7 -47.2% 
11 12-Dec-25 10:16 AM 1.7 -1.9 -52.8% 
12 15-Dec-25 10:51 AM 1.7 -1.9 -52.8% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Wound Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

13 17-Dec-25 10:58 AM 1.7 -1.9 -52.8% 

  
     

01-014 

1 11-Nov-25 12:49 PM 18.3 2.4 13.1% 
2 (Baseline) 21-Nov-25 1:03 PM 15.9 0.0 0.0% 

3 24-Nov-25 12:52 PM 14.3 -1.6 -10.1% 
4 26-Nov-25 12:46 PM 14.4 -1.5 -9.4% 
5 28-Nov-25 1:12 PM 13.6 -2.3 -14.5% 
6 01-Dec-25 12:49 PM 13.2 -2.7 -17.0% 
7 03-Dec-25 12:38 PM 13.0 -2.9 -18.2% 
8 05-Dec-25 12:49 PM 14.0 -1.9 -11.9% 
9 08-Dec-25 12:50 PM 13.4 -2.5 -15.7% 
10 10-Dec-25 12:40 PM 12.4 -3.5 -22.0% 
11 12-Dec-25 12:52 PM 12.5 -3.4 -21.4% 
12 15-Dec-25 12:37 PM 12.0 -3.9 -24.5% 
13 17-Dec-25 12:12 PM 12.2 -3.7 -23.3% 
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Listing 16.2.6.2: Wound Perimeter Assessments [ITT Population] 
 

Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

01-001 

1 11-Mar-25 12:00 PM 8.0 0.4 5.0% 
2 (Baseline) 24-Mar-25 11:46 AM 7.6 0.0 0.0% 

3 26-Mar-25 11:42 AM 7.2 -0.4 -5.3% 
4 28-Mar-25 11:20 AM 7.1 -0.5 -6.6% 
5 31-Mar-25 11:21 AM 6.5 -1.1 -14.5% 
6 02-Apr-25 11:31 AM 6.7 -0.9 -11.8% 
7 04-Apr-25 11:29 AM 5.8 -1.8 -23.7% 

8 (LOCF) - - 4.0 -3.6 -47.4% 
9 (LOCF) - - 4.0 -3.6 -47.4% 
10 (LOCF) - - 4.0 -3.6 -47.4% 
11 (LOCF) - - 4.0 -3.6 -47.4% 
12 (LOCF) - - 4.0 -3.6 -47.4% 

13 (LOCF) - - 4.0 -3.6 -47.4% 

  
     

01-002 

1 08-Apr-25 11:57 AM 12.7 -0.3 -2.4% 
2 (Baseline) 22-Apr-25 11:17 AM 13.0 0.0 0.0% 

3 23-Apr-25 3:41 PM 12.2 -0.8 -6.2% 
4 25-Apr-25 3:30 PM 10.9 -2.1 -16.2% 
5 28-Apr-25 3:35 PM 12.4 -0.6 -4.6% 
6 30-Apr-25 3:27 PM 11.4 -1.6 -12.3% 
7 02-May-25 3:41 PM 9.4 -3.6 -27.7% 
8 06-May-25 3:29 PM 10.4 -2.6 -20.0% 
9 08-May-25 11:29 AM 9.3 -3.7 -28.5% 
10 12-May-25 3:25 PM 7.7 -5.3 -40.8% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

11 (LOCF) - - 7.7 -5.3 -40.8% 
12 (LOCF) - - 7.7 -5.3 -40.8% 

13 16-May-25 4:08 PM 7.3 -5.7 -43.8% 

  
     

01-003 

1 07-May-25 4:01 PM 7.6 -0.5 -6.6% 
2 (Baseline) 19-May-25 3:58 PM 8.1 0.0 0.0% 

3 21-May-25 10:02 AM 7.8 -0.3 -3.7% 
4 23-May-25 9:58 AM 7.8 13.0 160.5% 
5 27-May-25 10:02 AM 7.7 -0.4 -4.9% 
6 28-May-25 2:40 PM 7.8 -0.3 -3.7% 
7 30-May-25 9:42 AM 7.9 -0.2 -2.5% 
8 02-Jun-25 10:23 AM 7.9 -0.2 -2.5% 
9 04-Jun-25 9:49 AM 7.8 -0.3 -3.7% 
10 06-Jun-25 11:29 AM 7.5 -0.6 -7.4% 

11 (LOCF) - - 7.5 -0.6 -7.4% 
12 (LOCF) - - 7.5 -0.6 -7.4% 

13 13-Jun-25 11:05 AM 8.2 0.1 1.2% 

  
     

01-004 

1 27-May-25 11:33 AM 30.5 0.9 3.0% 
2 (Baseline) 09-Jun-25 10:42 AM 29.6 0.0 0.0% 

3 11-Jun-25 9:24 AM 30.6 1.0 3.4% 
4 13-Jun-25 9:13 AM 33.9 4.3 14.5% 
5 16-Jun-25 8:46 AM 30.1 0.5 1.7% 
6 18-Jun-25 9:29 AM 28.3 -1.3 -4.4% 
7 20-Jun-25 9:29 AM 30.7 1.1 3.7% 
8 23-Jun-25 9:07 AM 27.5 -2.1 -7.1% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

9 25-Jun-25 9:34 AM 26.5 -3.1 -10.5% 
10 27-Jun-25 9:35 AM 18.7 -10.9 -36.8% 

11 (LOCF) - - 18.7 -10.9 -36.8% 
12 (LOCF) - - 18.7 -10.9 -36.8% 

13 07-Jul-25 9:04 AM 11.8 -17.8 -60.1% 

  
     

01-005 

1 02-Jun-25 4:41 PM 12.6 2.6 20.6% 
2 (Baseline) 16-Jun-25 2:55 PM 10.0 0.0 0.0% 

3 18-Jun-25 1:43 PM 10.4 0.4 4.0% 
4 20-Jun-25 1:45 PM 9.9 -0.1 -1.0% 
5 23-Jun-25 3:42 PM 9.6 -0.4 -4.0% 
6 25-Jun-25 1:38 PM 12.0 2.0 20.0% 
7 27-Jun-25 1:51 PM 12.1 2.1 21.0% 
8 30-Jun-25 1:54 PM 11.3 1.3 13.0% 
9 02-Jul-25 1:32 PM 11.5 1.5 15.0% 
10 04-Jul-25 1:35 PM 11.5 1.5 15.0% 

11 (LOCF) - - 11.5 1.5 15.0% 
12 (LOCF) - - 11.5 1.5 15.0% 

13 11-Jul-25 1:24 PM 10.5 0.5 5.0% 

  
     

01-006 

1 12-Aug-25 9:12 AM 13.9 -2.9 -20.9% 
2 (Baseline) 26-Aug-25 9:36 AM 16.8 0.0 0.0% 

3 27-Aug-25 9:16 AM 15.9 -0.9 -5.4% 
4 29-Aug-25 9:39 AM 14.5 -2.3 -13.7% 
5 01-Sep-25 9:45 AM 14.5 -2.3 -13.7% 
6 03-Sep-25 9:37 AM 13.0 -3.8 -22.6% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

7 05-Sep-25 9:37 AM 12.7 -4.1 -24.4% 
8 08-Sep-25 9:28 AM 12.2 -4.6 -27.4% 
9 10-Sep-25 9:35 AM 11.5 -5.3 -31.5% 
10 12-Sep-25 10:39 AM 11.2 -5.6 -33.3% 

11 (LOCF) - - 11.2 -5.6 -33.3% 
12 (LOCF) - - 11.2 -5.6 -33.3% 

13 19-Sep-25 9:47 AM 9.7 -7.1 -42.3% 

  
     

01-007 

1 08-Sep-25 3:31 PM 20.6 0.0 0.0% 
2 (Baseline) 22-Sep-25 4:32 PM 20.6 0.0 0.0% 

3 24-Sep-25 4:26 PM 21.3 0.7 3.4% 
4 26-Sep-25 5:56 PM 20.3 -0.3 -1.5% 
5 29-Sep-25 1:32 PM 20.2 -0.4 -1.9% 
6 01-Oct-25 1:42 PM 19.8 -0.8 -3.9% 
7 03-Oct-25 1:22 PM 19.0 -1.6 -7.8% 
8 06-Oct-25 5:50 PM 19.4 -1.2 -5.8% 
9 08-Oct-25 5:38 PM 19.8 -0.8 -3.9% 
10 10-Oct-25 5:44 PM 19.5 -1.1 -5.3% 
11 13-Oct-25 5:24 PM 20.7 0.1 0.5% 
12 15-Oct-25 3:40 PM 20.4 -0.2 -1.0% 
13 17-Oct-25 5:36 PM 18.2 -2.4 -11.7% 

  
     

01-008 

1 22-Sep-25 11:42 AM 7.2 1.5 20.8% 
2 (Baseline) 06-Oct-25 11:12 AM 5.7 0.0 0.0% 

3 08-Oct-25 11:58 AM 5.5 -0.2 -3.5% 
4 10-Oct-25 11:52 AM 5.0 -0.7 -12.3% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

5 13-Oct-25 12:05 PM 5.7 0.0 0.0% 
6 15-Oct-25 11:40 AM 5.4 -0.3 -5.3% 
7 17-Oct-25 10:21 AM 5.4 -0.3 -5.3% 
8 20-Oct-25 11:57 AM 5.4 -0.3 -5.3% 
9 22-Oct-25 11:38 AM 5.5 -0.2 -3.5% 
10 24-Oct-25 11:36 AM 5.5 -0.2 -3.5% 
11 27-Oct-25 11:52 AM 5.4 -0.3 -5.3% 
12 29-Oct-25 11:41 AM 5.3 -0.4 -7.0% 
13 31-Oct-25 11:50 AM 5.1 -0.6 -10.5% 

  
     

01-009 

1 02-Oct-25 2:45 PM 6.1 -0.7 -11.5% 
2 (Baseline) 17-Oct-25 3:32 PM 6.8 0.0 0.0% 

3 20-Oct-25 2:43 PM 7.1 0.3 4.4% 
4 22-Oct-25 2:27 PM 6.5 -0.3 -4.4% 
5 24-Oct-25 2:16 PM 6.6 -0.2 -2.9% 
6 27-Oct-25 2:25 PM 5.7 -1.1 -16.2% 
7 29-Oct-25 2:27 PM 5.6 -1.2 -17.6% 
8 31-Oct-25 2:29 PM 5.5 -1.3 -19.1% 
9 03-Nov-25 2:44 PM 5.5 -1.3 -19.1% 
10 05-Nov-25 2:29 PM 4.5 -2.3 -33.8% 
11 07-Nov-25 2:22 PM 4.4 -2.4 -35.3% 
12 10-Nov-25 2:22 PM 4.4 -2.4 -35.3% 
13 12-Nov-25 1:42 PM 4.2 -2.6 -38.2% 

  
     

01-010 
1 17-Oct-25 1:37 PM 10.1 0.4 4.0% 

2 (Baseline) 20-Oct-25 1:27 PM 9.7 0.0 0.0% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

3 22-Oct-25 1:26 PM 10.1 0.4 4.1% 
4 24-Oct-25 1:20 PM 10.0 0.3 3.1% 
5 27-Oct-25 1:28 PM 9.7 0.0 0.0% 
6 29-Oct-25 1:29 PM 9.5 -0.2 -2.1% 
7 31-Oct-25 1:25 PM 10.1 0.4 4.1% 
8 03-Nov-25 1:36 PM 8.3 -1.4 -14.4% 
9 05-Nov-25 1:31 PM 8.9 -0.8 -8.2% 
10 07-Nov-25 1:02 PM 7.4 -2.3 -23.7% 
11 10-Nov-25 1:12 PM 7.8 -1.9 -19.6% 
12 12-Nov-25 1:04 PM 5.2 -4.5 -46.4% 
13 14-Nov-25 1:14 PM 5.3 -4.4 -45.4% 

  
     

01-011 

1 23-Oct-25 2:08 PM 13.0 -0.3 -2.3% 
2 (Baseline) 07-Nov-25 10:32 AM 13.3 0.0 0.0% 

3 10-Nov-25 10:30 AM 12.4 -0.9 -6.8% 
4 12-Nov-25 10:12 AM 12.5 -0.8 -6.0% 
5 14-Nov-25 10:33 AM 12.3 -1.0 -7.5% 
6 17-Nov-25 2:51 PM 12.3 -1.0 -7.5% 
7 19-Nov-25 10:43 AM 12.0 -1.3 -9.8% 
8 21-Nov-25 9:18 AM 12.1 -1.2 -9.0% 
9 24-Nov-25 10:34 AM 12.2 -1.1 -8.3% 
10 26-Nov-25 10:56 AM 11.7 -1.6 -12.0% 
11 28-Nov-25 1:47 PM 11.5 -1.8 -13.5% 
12 01-Dec-25 10:20 AM 12.0 -1.3 -9.8% 
13 03-Dec-25 12:00 PM 11.9 -1.4 -10.5% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

01-012 

1 23-Oct-25 3:56 PM 6.1 -0.2 -3.3% 
2 (Baseline) 07-Nov-25 12:01 PM 6.3 0.0 0.0% 

3 10-Nov-25 11:47 AM 5.6 -0.7 -11.1% 
4 12-Nov-25 11:52 AM 5.6 -0.7 -11.1% 

5 (LOCF) - - 5.6 -0.7 -11.1% 
6 (LOCF) - - 5.6 -0.7 -11.1% 
7 (LOCF) - - 5.6 -0.7 -11.1% 
8 (LOCF) - - 5.6 -0.7 -11.1% 
9 (LOCF) - - 5.6 -0.7 -11.1% 
10 (LOCF) - - 5.6 -0.7 -11.1% 
11 (LOCF) - - 5.6 -0.7 -11.1% 
12 (LOCF) - - 5.6 -0.7 -11.1% 
13 (LOCF) - - 5.6 -0.7 -11.1% 

  
     

01-013 

1 14-Nov-25 9:35 AM 6.9 -0.1 -1.4% 
2 (Baseline) 21-Nov-25 11:45 AM 7.0 0.0 0.0% 

3 24-Nov-25 11:15 AM 6.5 -0.5 -7.1% 
4 26-Nov-25 11:04 AM 5.8 -1.2 -17.1% 
5 29-Nov-25 10:54 AM 5.8 -1.2 -17.1% 
6 01-Dec-25 11:02 AM 5.5 -1.5 -21.4% 
7 03-Dec-25 10:54 AM 5.5 -1.5 -21.4% 
8 05-Dec-25 1:38 PM 5.2 -1.8 -25.7% 
9 08-Dec-25 1:02 PM 5.8 -1.2 -17.1% 
10 10-Dec-25 12:59 PM 4.9 -2.1 -30.0% 
11 12-Dec-25 10:16 AM 4.7 -2.3 -32.9% 
12 15-Dec-25 10:51 AM 4.8 -2.2 -31.4% 



 
CONFIDENTIAL 02 March 2026 

Clinical Study Report Appendix (Post-Text Listing) Version 1.0 Page 61 of 187 
 

Subject Number Visit Number Date Image 
Taken Time Image Taken Perimeter (cm) Change from 

Baseline (cm) 

% Change 
Relative to 

Baseline 

13 17-Dec-25 10:58 AM 4.8 -2.2 -31.4% 

  
     

01-014 

1 11-Nov-25 12:49 PM 24.8 4.1 16.5% 
2 (Baseline) 21-Nov-25 1:03 PM 20.7 0.0 0.0% 

3 24-Nov-25 12:52 PM 16.8 -3.9 -18.8% 
4 26-Nov-25 12:46 PM 21.1 0.4 1.9% 
5 28-Nov-25 1:12 PM 22.0 1.3 6.3% 
6 01-Dec-25 12:49 PM 20.3 -0.4 -1.9% 
7 03-Dec-25 12:38 PM 21.0 0.3 1.4% 
8 05-Dec-25 12:49 PM 21.2 0.5 2.4% 
9 08-Dec-25 12:50 PM 19.7 -1.0 -4.8% 
10 10-Dec-25 12:40 PM 19.7 -1.0 -4.8% 
11 12-Dec-25 12:52 PM 19.0 -1.7 -8.2% 
12 15-Dec-25 12:37 PM 17.5 -3.2 -15.5% 
13 17-Dec-25 12:12 PM 17.9 -2.8 -13.5% 
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Listing 16.2.6.4 Wound Slough Area (cm2) Assessments [ITT Population] 

Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

01-001 

1 11-Mar-25 12:00 PM 2.5 0.5 20.0% 120.0% 
2 (Baseline) 24-Mar-25 11:46 AM 2.0 0.0 0.0% 100.0% 

3 26-Mar-25 11:42 AM 1.5 -0.5 -25.0% 75.0% 
4 28-Mar-25 11:20 AM 1.2 -0.8 -40.0% 60.0% 
5 31-Mar-25 11:21 AM 1.1 -0.9 -45.0% 55.0% 
6 02-Apr-25 11:31 AM 0.6 -1.4 -70.0% 30.0% 
7 04-Apr-25 11:29 AM 0.3 -1.7 -85.0% 15.0% 

8 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 
9 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 
10 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 
11 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 
12 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 

13 (LOCF) - - 0.3 -1.7 -85.0% 15.0% 

  
     

 

01-002 

1 08-Apr-25 11:57 AM 6.1 0.4 6.6% 106.6% 
2 (Baseline) 22-Apr-25 11:17 AM 5.7 0.0 0.0% 100.0% 

3 23-Apr-25 3:41 PM 4.7 -1.0 -17.5% 82.5% 
4 25-Apr-25 3:30 PM 3.5 -2.2 -38.6% 61.4% 
5 28-Apr-25 3:35 PM 3.1 -2.6 -45.6% 54.4% 
6 30-Apr-25 3:27 PM 3.2 -2.5 -43.9% 56.1% 
7 02-May-25 3:41 PM 3.1 -2.6 -45.6% 54.4% 
8 06-May-25 3:29 PM 2.5 -3.2 -56.1% 43.9% 
9 08-May-25 11:29 AM 1.8 -3.9 -68.4% 31.6% 
10 12-May-25 3:25 PM 1.4 -4.3 -75.4% 24.6% 

11 (LOCF) - - 1.4 -4.3 -75.4% 24.6% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

12 (LOCF) - - 1.4 -4.3 -75.4% 24.6% 
13 16-May-25 4:08 PM 1.1 -4.6 -80.7% 19.3% 

  
     

 

01-003 

1 07-May-25 4:01 PM 2.6 0.3 11.5% 111.5% 
2 (Baseline) 19-May-25 3:58 PM 2.3 0.0 0.0% 100.0% 

3 21-May-25 10:02 AM 1.6 -0.7 -30.4% 69.6% 
4 23-May-25 9:58 AM 2.3 0.0 0.0% 100.0% 
5 27-May-25 10:02 AM 2.5 0.2 8.7% 108.7% 
6 28-May-25 2:40 PM 3.1 0.8 34.8% 134.8% 
7 30-May-25 9:42 AM 2.4 0.1 4.3% 104.3% 
8 02-Jun-25 10:23 AM 2.9 0.6 26.1% 126.1% 
9 04-Jun-25 9:49 AM 2.7 0.4 17.4% 117.4% 
10 06-Jun-25 11:29 AM 2.7 0.4 17.4% 117.4% 

11 (LOCF) - - 2.7 0.4 17.4% 117.4% 
12 (LOCF) - - 2.7 0.4 17.4% 117.4% 

13 13-Jun-25 11:05 AM 3.4 1.1 47.8% 147.8% 

  
     

 

01-004 

1 27-May-25 11:33 AM 13.6 3.1 22.8% 122.8% 
2 (Baseline) 09-Jun-25 10:42 AM 10.5 0.0 0.0% 100.0% 

3 11-Jun-25 9:24 AM 9.2 -1.3 -12.4% 87.6% 
4 13-Jun-25 9:13 AM 9.6 -0.9 -8.6% 91.4% 
5 16-Jun-25 8:46 AM 8.4 -2.1 -20.0% 80.0% 
6 18-Jun-25 9:29 AM 8.2 -2.3 -21.9% 78.1% 
7 20-Jun-25 9:29 AM 6.7 -3.8 -36.2% 63.8% 
8 23-Jun-25 9:07 AM 5.9 -4.6 -43.8% 56.2% 
9 25-Jun-25 9:34 AM 7.1 -3.4 -32.4% 67.6% 
10 27-Jun-25 9:35 AM 4.8 -5.7 -54.3% 45.7% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

11 (LOCF) - - 4.8 -5.7 -54.3% 45.7% 
12 (LOCF) - - 4.8 -5.7 -54.3% 45.7% 

13 07-Jul-25 9:04 AM 0.6 -9.9 -94.3% 5.7% 

  
     

 

01-005 

1 02-Jun-25 4:41 PM 5.3 0.2 3.8% 103.8% 
2 (Baseline) 16-Jun-25 2:55 PM 5.1 0.0 0.0% 100.0% 

3 18-Jun-25 1:43 PM 5.3 0.2 3.9% 103.9% 
4 20-Jun-25 1:45 PM 5.0 -0.1 -2.0% 98.0% 
5 23-Jun-25 3:42 PM 4.4 -0.7 -13.7% 86.3% 
6 25-Jun-25 1:38 PM 4.6 -0.5 -9.8% 90.2% 
7 27-Jun-25 1:51 PM 4.6 -0.5 -9.8% 90.2% 
8 30-Jun-25 1:54 PM 4.4 -0.7 -13.7% 86.3% 
9 02-Jul-25 1:32 PM 4.3 -0.8 -15.7% 84.3% 
10 04-Jul-25 1:35 PM 4.0 -1.1 -21.6% 78.4% 

11 (LOCF) - - 4.0 -1.1 -21.6% 78.4% 
12 (LOCF) - - 4.0 -1.1 -21.6% 78.4% 

13 11-Jul-25 1:24 PM 4.6 -0.5 -9.8% 90.2% 

  
     

 

01-006 

1 12-Aug-25 9:12 AM 6.3 -0.1 -1.6% 98.4% 
2 (Baseline) 26-Aug-25 9:36 AM 6.4 0.0 0.0% 100.0% 

3 27-Aug-25 9:16 AM 5.7 -0.7 -10.9% 89.1% 
4 29-Aug-25 9:39 AM 4.6 -1.8 -28.1% 71.9% 
5 01-Sep-25 9:45 AM 5.4 -1.0 -15.6% 84.4% 
6 03-Sep-25 9:37 AM 2.0 -4.4 -68.8% 31.3% 
7 05-Sep-25 9:37 AM 1.5 -4.9 -76.6% 23.4% 
8 08-Sep-25 9:28 AM 2.1 -4.3 -67.2% 32.8% 
9 10-Sep-25 9:35 AM 1.8 -4.6 -71.9% 28.1% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

10 12-Sep-25 10:39 AM 0.9 -5.5 -85.9% 14.1% 
11 (LOCF) - - 0.9 -5.5 -85.9% 14.1% 
12 (LOCF) - - 0.9 -5.5 -85.9% 14.1% 

13 19-Sep-25 9:47 AM 0.7 -5.7 -89.1% 10.9% 

  
     

 

01-007 

1 08-Sep-25 3:31 PM 18.6 2.3 12.4% 112.4% 
2 (Baseline) 22-Sep-25 4:32 PM 16.3 0.0 0.0% 100.0% 

3 24-Sep-25 4:26 PM 16.1 -0.2 -1.2% 98.8% 
4 26-Sep-25 5:56 PM 16.7 0.4 2.5% 102.5% 
5 29-Sep-25 1:32 PM 14.2 -2.1 -12.9% 87.1% 
6 01-Oct-25 1:42 PM 13.8 -2.5 -15.3% 84.7% 
7 03-Oct-25 1:22 PM 13.7 -2.6 -16.0% 84.0% 
8 06-Oct-25 5:50 PM 10.3 -6.0 -36.8% 63.2% 
9 08-Oct-25 5:38 PM 13.6 -2.7 -16.6% 83.4% 
10 10-Oct-25 5:44 PM 10.4 -5.9 -36.2% 63.8% 
11 13-Oct-25 5:24 PM 9.5 -6.8 -41.7% 58.3% 
12 15-Oct-25 3:40 PM 8.8 -7.5 -46.0% 54.0% 
13 17-Oct-25 5:36 PM 9.5 -6.8 -41.7% 58.3% 

  
     

 

01-008 

1 22-Sep-25 11:42 AM 2.0 0.5 25.0% 125.0% 
2 (Baseline) 06-Oct-25 11:12 AM 1.5 0.0 0.0% 100.0% 

3 08-Oct-25 11:58 AM 1.6 0.1 6.7% 106.7% 
4 10-Oct-25 11:52 AM 1.4 -0.1 -6.7% 93.3% 
5 13-Oct-25 12:05 PM 1.4 -0.1 -6.7% 93.3% 
6 15-Oct-25 11:40 AM 1.5 0.0 0.0% 100.0% 
7 17-Oct-25 10:21 AM 1.4 -0.1 -6.7% 93.3% 
8 20-Oct-25 11:57 AM 1.2 -0.3 -20.0% 80.0% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

9 22-Oct-25 11:38 AM 1.2 -0.3 -20.0% 80.0% 
10 24-Oct-25 11:36 AM 1.3 -0.2 -13.3% 86.7% 
11 27-Oct-25 11:52 AM 1.5 0.0 0.0% 100.0% 
12 29-Oct-25 11:41 AM 1.1 -0.4 -26.7% 73.3% 
13 31-Oct-25 11:50 AM 1.1 -0.4 -26.7% 73.3% 

  
     

 

01-009 

1 02-Oct-25 2:45 PM 1.5 -0.4 -26.7% 73.3% 
2 (Baseline) 17-Oct-25 3:32 PM 1.9 0.0 0.0% 100.0% 

3 20-Oct-25 2:43 PM 1.7 -0.2 -10.5% 89.5% 
4 22-Oct-25 2:27 PM 1.2 -0.7 -36.8% 63.2% 
5 24-Oct-25 2:16 PM 1.6 -0.3 -15.8% 84.2% 
6 27-Oct-25 2:25 PM 1.7 -0.2 -10.5% 89.5% 
7 29-Oct-25 2:27 PM 1.5 -0.4 -21.1% 78.9% 
8 31-Oct-25 2:29 PM 1.6 -0.3 -15.8% 84.2% 
9 03-Nov-25 2:44 PM 1.3 -0.6 -31.6% 68.4% 
10 05-Nov-25 2:29 PM 1.0 -0.9 -47.4% 52.6% 
11 07-Nov-25 2:22 PM 1.0 -0.9 -47.4% 52.6% 
12 10-Nov-25 2:22 PM 1.0 -0.9 -47.4% 52.6% 
13 12-Nov-25 1:42 PM 1.0 -0.9 -47.4% 52.6% 

  
     

 

01-010 

1 17-Oct-25 1:37 PM 4.5 0.5 11.1% 111.1% 
2 (Baseline) 20-Oct-25 1:27 PM 4.0 0.0 0.0% 100.0% 

3 22-Oct-25 1:26 PM 3.1 -0.9 -22.5% 77.5% 
4 24-Oct-25 1:20 PM 2.9 -1.1 -27.5% 72.5% 
5 27-Oct-25 1:28 PM 2.7 -1.3 -32.5% 67.5% 
6 29-Oct-25 1:29 PM 1.8 -2.2 -55.0% 45.0% 
7 31-Oct-25 1:25 PM 2.1 -1.9 -47.5% 52.5% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

8 03-Nov-25 1:36 PM 1.8 -2.2 -55.0% 45.0% 
9 05-Nov-25 1:31 PM 2.5 -1.5 -37.5% 62.5% 
10 07-Nov-25 1:02 PM 1.4 -2.6 -65.0% 35.0% 
11 10-Nov-25 1:12 PM 1.2 -2.8 -70.0% 30.0% 
12 12-Nov-25 1:04 PM 1.0 -3.0 -75.0% 25.0% 
13 14-Nov-25 1:14 PM 1.4 -2.6 -65.0% 35.0% 

  
     

 

01-011 

1 23-Oct-25 2:08 PM 10.6 0.0 0.0% 100.0% 
2 (Baseline) 07-Nov-25 10:32 AM 10.6 0.0 0.0% 100.0% 

3 10-Nov-25 10:30 AM 10.3 -0.3 -2.8% 97.2% 
4 12-Nov-25 10:12 AM 9.3 -1.3 -12.3% 87.7% 
5 14-Nov-25 10:33 AM 6.3 -4.3 -40.6% 59.4% 
6 17-Nov-25 2:51 PM 9.4 -1.2 -11.3% 88.7% 
7 19-Nov-25 10:43 AM 6.9 -3.7 -34.9% 65.1% 
8 21-Nov-25 9:18 AM 8.8 -1.8 -17.0% 83.0% 
9 24-Nov-25 10:34 AM 6.3 -4.3 -40.6% 59.4% 
10 26-Nov-25 10:56 AM 6.3 -4.3 -40.6% 59.4% 
11 28-Nov-25 1:47 PM 7.0 -3.6 -34.0% 66.0% 
12 01-Dec-25 10:20 AM 5.8 -4.8 -45.3% 54.7% 
13 03-Dec-25 12:00 PM 7.3 -3.3 -31.1% 68.9% 

  
     

 

01-012 

1 23-Oct-25 3:56 PM 2.7 0.3 11.1% 111.1% 
2 (Baseline) 07-Nov-25 12:01 PM 2.4 0.0 0.0% 100.0% 

3 10-Nov-25 11:47 AM 2.3 -0.1 -4.2% 95.8% 
4 12-Nov-25 11:52 AM 2.0 -0.4 -16.7% 83.3% 

5 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
6 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

7 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
8 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
9 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
10 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
11 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
12 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 
13 (LOCF) - - 2.0 -0.4 -16.7% 83.3% 

  
     

 

01-013 

1 14-Nov-25 9:35 AM 3.3 -0.3 -9.1% 90.9% 
2 (Baseline) 21-Nov-25 11:45 AM 3.6 0.0 0.0% 100.0% 

3 24-Nov-25 11:15 AM 2.1 -1.5 -41.7% 58.3% 
4 26-Nov-25 11:04 AM 1.8 -1.8 -50.0% 50.0% 
5 29-Nov-25 10:54 AM 1.8 -1.8 -50.0% 50.0% 
6 01-Dec-25 11:02 AM 1.7 -1.9 -52.8% 47.2% 
7 03-Dec-25 10:54 AM 1.6 -2.0 -55.6% 44.4% 
8 05-Dec-25 1:38 PM 0.8 -2.8 -77.8% 22.2% 
9 08-Dec-25 1:02 PM 0.9 -2.7 -75.0% 25.0% 
10 10-Dec-25 12:59 PM 0.6 -3.0 -83.3% 16.7% 
11 12-Dec-25 10:16 AM 0.0 -3.6 -100.0% 0.0% 
12 15-Dec-25 10:51 AM 0.0 -3.6 -100.0% 0.0% 
13 17-Dec-25 10:58 AM 0.0 -3.6 -100.0% 0.0% 

  
     

 

01-014 

1 11-Nov-25 12:49 PM 17.2 4.0 23.3% 123.3% 
2 (Baseline) 21-Nov-25 1:03 PM 13.2 0.0 0.0% 100.0% 

3 24-Nov-25 12:52 PM 5.9 -7.3 -55.3% 44.7% 
4 26-Nov-25 12:46 PM 10.6 -2.6 -19.7% 80.3% 
5 28-Nov-25 1:12 PM 8.5 -4.7 -35.6% 64.4% 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Slough Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Slough 
Remaining 

6 01-Dec-25 12:49 PM 8.3 -4.9 -37.1% 62.9% 
7 03-Dec-25 12:38 PM 7.6 -5.6 -42.4% 57.6% 
8 05-Dec-25 12:49 PM 9.4 -3.8 -28.8% 71.2% 
9 08-Dec-25 12:50 PM 10.3 -2.9 -22.0% 78.0% 
10 10-Dec-25 12:40 PM 7.5 -5.7 -43.2% 56.8% 
11 12-Dec-25 12:52 PM 8.2 -5.0 -37.9% 62.1% 
12 15-Dec-25 12:37 PM 4.7 -8.5 -64.4% 35.6% 
13 17-Dec-25 12:12 PM 5.6 -7.6 -57.6% 42.4% 
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Listing 16.2.6.3 Eschar (Area) Assessments [ITT Population] 

Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

01-001 

1 11-Mar-25 12:00 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 24-Mar-25 11:46 AM 0.0 0.0 0.0% N/A 

3 26-Mar-25 11:42 AM 0.0 0.0 0.0% N/A 
4 28-Mar-25 11:20 AM 0.0 0.0 0.0% N/A 
5 31-Mar-25 11:21 AM 0.0 0.0 0.0% N/A 
6 02-Apr-25 11:31 AM 0.0 0.0 0.0% N/A 
7 04-Apr-25 11:29 AM 0.0 0.0 0.0% N/A 

8 (LOCF) - - 0.0 0.0 0.0% N/A 
9 (LOCF) - - 0.0 0.0 0.0% N/A 
10 (LOCF) - - 0.0 0.0 0.0% N/A 
11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 

13 (LOCF) - - 0.0 0.0 0.0% N/A 

  
     

 

01-002 

1 08-Apr-25 11:57 AM 0.0 0.0 0.0% N/A 
2 (Baseline) 22-Apr-25 11:17 AM 0.0 0.0 0.0% N/A 

3 23-Apr-25 3:41 PM 0.0 0.0 0.0% N/A 
4 25-Apr-25 3:30 PM 0.0 0.0 0.0% N/A 
5 28-Apr-25 3:35 PM 0.0 0.0 0.0% N/A 
6 30-Apr-25 3:27 PM 0.0 0.0 0.0% N/A 
7 02-May-25 3:41 PM 0.0 0.0 0.0% N/A 
8 06-May-25 3:29 PM 0.0 0.0 0.0% N/A 
9 08-May-25 11:29 AM 0.0 0.0 0.0% N/A 
10 12-May-25 3:25 PM 0.0 0.0 0.0% N/A 

11 (LOCF) - - 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

12 (LOCF) - - 0.0 0.0 0.0% N/A 
13 16-May-25 4:08 PM 0.0 0.0 0.0% N/A 

        

01-003 

1 07-May-25 4:01 PM 0.3 0.3 - N/A 
2 (Baseline) 19-May-25 3:58 PM 0.0 0.0 0.0% N/A 

3 21-May-25 10:02 AM 0.0 0.0 0.0% N/A 
4 23-May-25 9:58 AM 0.0 0.0 0.0% N/A 
5 27-May-25 10:02 AM 0.0 0.0 0.0% N/A 
6 28-May-25 2:40 PM 0.0 0.0 0.0% N/A 
7 30-May-25 9:42 AM 0.0 0.0 0.0% N/A 
8 02-Jun-25 10:23 AM 0.0 0.0 0.0% N/A 
9 04-Jun-25 9:49 AM 0.0 0.0 0.0% N/A 
10 06-Jun-25 11:29 AM 0.0 0.0 0.0% N/A 

11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 

13 13-Jun-25 11:05 AM 0.3 0.3 - N/A 

  
     

 

01-004 

1 27-May-25 11:33 AM 0.0 0.0 0.0% N/A 
2 (Baseline) 09-Jun-25 10:42 AM 0.0 0.0 0.0% N/A 

3 11-Jun-25 9:24 AM 0.0 0.0 0.0% N/A 
4 13-Jun-25 9:13 AM 0.0 0.0 0.0% N/A 
5 16-Jun-25 8:46 AM 0.0 0.0 0.0% N/A 
6 18-Jun-25 9:29 AM 0.0 0.0 0.0% N/A 
7 20-Jun-25 9:29 AM 0.0 0.0 0.0% N/A 
8 23-Jun-25 9:07 AM 0.0 0.0 0.0% N/A 
9 25-Jun-25 9:34 AM 0.0 0.0 0.0% N/A 
10 27-Jun-25 9:35 AM 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 

13 07-Jul-25 9:04 AM 0.0 0.0 0.0% N/A 

  
     

 

01-005 

1 02-Jun-25 4:41 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 16-Jun-25 2:55 PM 0.0 0.0 0.0% N/A 

3 18-Jun-25 1:43 PM 0.0 0.0 0.0% N/A 
4 20-Jun-25 1:45 PM 0.0 0.0 0.0% N/A 
5 23-Jun-25 3:42 PM 0.0 0.0 0.0% N/A 
6 25-Jun-25 1:38 PM 0.0 0.0 0.0% N/A 
7 27-Jun-25 1:51 PM 0.0 0.0 0.0% N/A 
8 30-Jun-25 1:54 PM 0.0 0.0 0.0% N/A 
9 02-Jul-25 1:32 PM 0.0 0.0 0.0% N/A 
10 04-Jul-25 1:35 PM 0.0 0.0 0.0% N/A 

11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 

13 11-Jul-25 1:24 PM 0.0 0.0 0.0% N/A 

  
     

 

01-006 

1 12-Aug-25 9:12 AM 0.0 0.0 0.0% N/A 
2 (Baseline) 26-Aug-25 9:36 AM 0.0 0.0 0.0% N/A 

3 27-Aug-25 9:16 AM 0.0 0.0 0.0% N/A 
4 29-Aug-25 9:39 AM 0.0 0.0 0.0% N/A 
5 01-Sep-25 9:45 AM 0.0 0.0 0.0% N/A 
6 03-Sep-25 9:37 AM 0.0 0.0 0.0% N/A 
7 05-Sep-25 9:37 AM 0.0 0.0 0.0% N/A 
8 08-Sep-25 9:28 AM 0.0 0.0 0.0% N/A 
9 10-Sep-25 9:35 AM 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

10 12-Sep-25 10:39 AM 0.0 0.0 0.0% N/A 
11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 

13 19-Sep-25 9:47 AM 0.0 0.0 0.0% N/A 

  
     

 

01-007 

1 08-Sep-25 3:31 PM 0.4 0.4 0.0% N/A 
2 (Baseline) 22-Sep-25 4:32 PM 0.0 0.0 0.0% N/A 

3 24-Sep-25 4:26 PM 0.0 0.0 0.0% N/A 
4 26-Sep-25 5:56 PM 0.0 0.0 0.0% N/A 
5 29-Sep-25 1:32 PM 0.0 0.0 0.0% N/A 
6 01-Oct-25 1:42 PM 0.0 0.0 0.0% N/A 
7 03-Oct-25 1:22 PM 0.0 0.0 0.0% N/A 
8 06-Oct-25 5:50 PM 0.0 0.0 0.0% N/A 
9 08-Oct-25 5:38 PM 0.0 0.0 0.0% N/A 
10 10-Oct-25 5:44 PM 0.0 0.0 0.0% N/A 
11 13-Oct-25 5:24 PM 0.0 0.0 0.0% N/A 
12 15-Oct-25 3:40 PM 0.0 0.0 0.0% N/A 
13 17-Oct-25 5:36 PM 0.0 0.0 0.0% N/A 

  
     

 

01-008 

1 22-Sep-25 11:42 AM 0.0 0.0 0.0% N/A 
2 (Baseline) 06-Oct-25 11:12 AM 0.0 0.0 0.0% N/A 

3 08-Oct-25 11:58 AM 0.0 0.0 0.0% N/A 
4 10-Oct-25 11:52 AM 0.0 0.0 0.0% N/A 
5 13-Oct-25 12:05 PM 0.0 0.0 0.0% N/A 
6 15-Oct-25 11:40 AM 0.0 0.0 0.0% N/A 
7 17-Oct-25 10:21 AM 0.0 0.0 0.0% N/A 
8 20-Oct-25 11:57 AM 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

9 22-Oct-25 11:38 AM 0.0 0.0 0.0% N/A 
10 24-Oct-25 11:36 AM 0.0 0.0 0.0% N/A 
11 27-Oct-25 11:52 AM 0.0 0.0 0.0% N/A 
12 29-Oct-25 11:41 AM 0.0 0.0 0.0% N/A 
13 31-Oct-25 11:50 AM 0.0 0.0 0.0% N/A 

  
     

 

01-009 

1 02-Oct-25 2:45 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 17-Oct-25 3:32 PM 0.0 0.0 0.0% N/A 

3 20-Oct-25 2:43 PM 0.0 0.0 0.0% N/A 
4 22-Oct-25 2:27 PM 0.0 0.0 0.0% N/A 
5 24-Oct-25 2:16 PM 0.0 0.0 0.0% N/A 
6 27-Oct-25 2:25 PM 0.0 0.0 0.0% N/A 
7 29-Oct-25 2:27 PM 0.0 0.0 0.0% N/A 
8 31-Oct-25 2:29 PM 0.0 0.0 0.0% N/A 
9 03-Nov-25 2:44 PM 0.0 0.0 0.0% N/A 
10 05-Nov-25 2:29 PM 0.0 0.0 0.0% N/A 
11 07-Nov-25 2:22 PM 0.0 0.0 0.0% N/A 
12 10-Nov-25 2:22 PM 0.0 0.0 0.0% N/A 
13 12-Nov-25 1:42 PM 0.0 0.0 0.0% N/A 

  
     

 

01-010 

1 17-Oct-25 1:37 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 20-Oct-25 1:27 PM 0.0 0.0 0.0% N/A 

3 22-Oct-25 1:26 PM 0.0 0.0 0.0% N/A 
4 24-Oct-25 1:20 PM 0.0 0.0 0.0% N/A 
5 27-Oct-25 1:28 PM 0.0 0.0 0.0% N/A 
6 29-Oct-25 1:29 PM 0.0 0.0 0.0% N/A 
7 31-Oct-25 1:25 PM 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

8 03-Nov-25 1:36 PM 0.0 0.0 0.0% N/A 
9 05-Nov-25 1:31 PM 0.0 0.0 0.0% N/A 
10 07-Nov-25 1:02 PM 0.0 0.0 0.0% N/A 
11 10-Nov-25 1:12 PM 0.0 0.0 0.0% N/A 
12 12-Nov-25 1:04 PM 0.0 0.0 0.0% N/A 
13 14-Nov-25 1:14 PM 0.0 0.0 0.0% N/A 

  
     

 

01-011 

1 23-Oct-25 2:08 PM 0.0 -1.2 - - 
2 (Baseline) 07-Nov-25 10:32 AM 1.2 0.0 0.0% 100.0% 

3 10-Nov-25 10:30 AM 0.0 -1.2 -100.0% 0.0% 
4 12-Nov-25 10:12 AM 0.0 -1.2 -100.0% 0.0% 
5 14-Nov-25 10:33 AM 0.0 -1.2 -100.0% 0.0% 
6 17-Nov-25 2:51 PM 0.0 -1.2 -100.0% 0.0% 
7 19-Nov-25 10:43 AM 0.0 -1.2 -100.0% 0.0% 
8 21-Nov-25 9:18 AM 0.0 -1.2 -100.0% 0.0% 
9 24-Nov-25 10:34 AM 0.0 -1.2 -100.0% 0.0% 
10 26-Nov-25 10:56 AM 0.0 -1.2 -100.0% 0.0% 
11 28-Nov-25 1:47 PM 0.0 -1.2 -100.0% 0.0% 
12 01-Dec-25 10:20 AM 0.0 -1.2 -100.0% 0.0% 
13 03-Dec-25 12:00 PM 0.0 -1.2 -100.0% 0.0% 

  
     

 

01-012 

1 23-Oct-25 3:56 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 07-Nov-25 12:01 PM 0.0 0.0 0.0% N/A 

3 10-Nov-25 11:47 AM 0.0 0.0 0.0% N/A 
4 12-Nov-25 11:52 AM 0.0 0.0 0.0% N/A 

5 (LOCF) - - 0.0 0.0 0.0% N/A 
6 (LOCF) - - 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

7 (LOCF) - - 0.0 0.0 0.0% N/A 
8 (LOCF) - - 0.0 0.0 0.0% N/A 
9 (LOCF) - - 0.0 0.0 0.0% N/A 
10 (LOCF) - - 0.0 0.0 0.0% N/A 
11 (LOCF) - - 0.0 0.0 0.0% N/A 
12 (LOCF) - - 0.0 0.0 0.0% N/A 
13 (LOCF) - - 0.0 0.0 0.0% N/A 

  
     

 

01-013 

1 14-Nov-25 9:35 AM 0.0 0.0 0.0% N/A 
2 (Baseline) 21-Nov-25 11:45 AM 0.0 0.0 0.0% N/A 

3 24-Nov-25 11:15 AM 0.0 0.0 0.0% N/A 
4 26-Nov-25 11:04 AM 0.0 0.0 0.0% N/A 
5 29-Nov-25 10:54 AM 0.0 0.0 0.0% N/A 
6 01-Dec-25 11:02 AM 0.0 0.0 0.0% N/A 
7 03-Dec-25 10:54 AM 0.0 0.0 0.0% N/A 
8 05-Dec-25 1:38 PM 0.0 0.0 0.0% N/A 
9 08-Dec-25 1:02 PM 0.0 0.0 0.0% N/A 
10 10-Dec-25 12:59 PM 0.0 0.0 0.0% N/A 
11 12-Dec-25 10:16 AM 0.0 0.0 0.0% N/A 
12 15-Dec-25 10:51 AM 0.0 0.0 0.0% N/A 
13 17-Dec-25 10:58 AM 0.0 0.0 0.0% N/A 

  
     

 

01-014 

1 11-Nov-25 12:49 PM 0.0 0.0 0.0% N/A 
2 (Baseline) 21-Nov-25 1:03 PM 0.0 0.0 0.0% N/A 

3 24-Nov-25 12:52 PM 0.0 0.0 0.0% N/A 
4 26-Nov-25 12:46 PM 0.0 0.0 0.0% N/A 
5 28-Nov-25 1:12 PM 0.0 0.0 0.0% N/A 
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Subject Number Visit Number Date Image 
Taken Time Image Taken Eschar Area 

Assessment (cm2) 
Change from 
Baseline (cm2) 

% Change 
Relative to 

Baseline 

Normalised Eschar 
Remaining 

6 01-Dec-25 12:49 PM 0.0 0.0 0.0% N/A 
7 03-Dec-25 12:38 PM 0.0 0.0 0.0% N/A 
8 05-Dec-25 12:49 PM 0.0 0.0 0.0% N/A 
9 08-Dec-25 12:50 PM 0.0 0.0 0.0% N/A 
10 10-Dec-25 12:40 PM 0.0 0.0 0.0% N/A 
11 12-Dec-25 12:52 PM 0.0 0.0 0.0% N/A 
12 15-Dec-25 12:37 PM 1.0 1.0 - - 
13 17-Dec-25 12:12 PM 0.0 0.0 0.0% N/A 
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Listing 16.2.6.5: Granulation + Re-epithelialisation Area (cm2) [ITT Population] 
 

Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

01-001 

1 11-Mar-25 12:00 PM 1.3 -31.6% - - - 
2 (Baseline) 24-Mar-25 11:46 AM 1.9 0.0% 1.9 47.5% 0.0% 

3 26-Mar-25 11:42 AM 1.3 -31.6% 2.3 57.5% 10.0% 
4 28-Mar-25 11:20 AM 1.3 -31.6% 2.6 65.0% 17.5% 
5 31-Mar-25 11:21 AM 0.9 -52.6% 2.7 67.5% 20.0% 
6 02-Apr-25 11:31 AM 0.9 -52.6% 3.5 87.5% 40.0% 
7 04-Apr-25 11:29 AM 0.2 -89.5% 3.8 95.0% 47.5% 

8 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 
9 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 
10 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 
11 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 
12 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 
13 (LOCF) - - 0.2 -89.5% 3.8 95.0% 47.5% 

  
    

   

01-002 

1 08-Apr-25 11:57 AM 4.9 -15.5% - - - 
2 (Baseline) 22-Apr-25 11:17 AM 5.8 0.0% 5.8 47.2% 0.0% 

3 23-Apr-25 3:41 PM 7.1 22.4% 8.3 67.5% 20.3% 
4 25-Apr-25 3:30 PM 4.5 -22.4% 8.7 70.7% 23.6% 
5 28-Apr-25 3:35 PM 3.8 -34.5% 8.9 72.4% 25.2% 
6 30-Apr-25 3:27 PM 4.0 -31.0% 8.5 69.1% 22.0% 
7 02-May-25 3:41 PM 1.5 -74.1% 8.9 72.4% 25.2% 
8 06-May-25 3:29 PM 3.5 -39.7% 9.9 80.5% 33.3% 
9 08-May-25 11:29 AM 3.4 -41.4% 10.5 85.4% 38.2% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

10 12-May-25 3:25 PM 1.3 -77.6% 10.6 86.2% 39.0% 
11 (LOCF) - - 1.3 -77.6% 10.6 86.2% 39.0% 
12 (LOCF) - - 1.3 -77.6% 10.6 86.2% 39.0% 

13 16-May-25 4:08 PM 1.8 -69.0% 11.1 90.2% 43.1% 
       

  

01-003 

1 07-May-25 4:01 PM 0.1 -91.7% - - - 
2 (Baseline) 19-May-25 3:58 PM 1.2 0.0% 1.2 32.4% 0.0% 

3 21-May-25 10:02 AM 1.4 16.7% 1.8 48.6% 16.2% 
4 23-May-25 9:58 AM 0.8 -33.3% 1.3 35.1% 2.7% 
5 27-May-25 10:02 AM 0.6 -50.0% 1.1 29.7% -2.7% 
6 28-May-25 2:40 PM 0.1 -91.7% 0.4 10.8% -21.6% 
7 30-May-25 9:42 AM 1.0 -16.7% 1.1 29.7% -2.7% 
8 02-Jun-25 10:23 AM 0.3 -75.0% 0.5 13.5% -18.9% 
9 04-Jun-25 9:49 AM 1.0 -16.7% 1.0 27.0% -5.4% 
10 06-Jun-25 11:29 AM 0.4 -66.7% 0.8 21.6% -10.8% 

11 (LOCF) - - 0.4 -66.7% 0.8 21.6% -10.8% 
12 (LOCF) - - 0.4 -66.7% 0.8 21.6% -10.8% 

13 13-Jun-25 11:05 AM 0.3 -75.0% 0.0 0.0% -32.4% 

  
    

   

01-004 

1 27-May-25 11:33 AM 5.7 -37.4% - - - 
2 (Baseline) 09-Jun-25 10:42 AM 9.1 0.0% 9.1 43.5% 0.0% 

3 11-Jun-25 9:24 AM 12.1 33.0% 10.6 50.7% 7.2% 
4 13-Jun-25 9:13 AM 9.6 5.5% 10.2 48.8% 5.3% 
5 16-Jun-25 8:46 AM 11.8 29.7% 12.5 59.8% 16.3% 
6 18-Jun-25 9:29 AM 10.9 19.8% 11.9 56.9% 13.4% 
7 20-Jun-25 9:29 AM 12.1 33.0% 13.4 64.1% 20.6% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

8 23-Jun-25 9:07 AM 9.6 5.5% 13.6 65.1% 21.5% 
9 25-Jun-25 9:34 AM 3.7 -59.3% 13.2 63.2% 19.6% 
10 27-Jun-25 9:35 AM 5.7 -37.4% 15.9 76.1% 32.5% 

11 (LOCF) - - 5.7 -37.4% 15.9 76.1% 32.5% 
12 (LOCF) - - 5.7 -37.4% 15.9 76.1% 32.5% 

13 07-Jul-25 9:04 AM 4.4 -51.6% 20.6 98.6% 55.0% 

  
    

   

01-005 

1 02-Jun-25 4:41 PM 0.6 200.0% - - - 
2 (Baseline) 16-Jun-25 2:55 PM 0.2 0.0% 0.2 3.7% 0.0% 

3 18-Jun-25 1:43 PM 0.1 -50.0% 0.1 1.9% -1.9% 
4 20-Jun-25 1:45 PM 0.1 -50.0% 0.1 1.9% -1.9% 
5 23-Jun-25 3:42 PM 0.2 0.0% 0.7 13.0% 9.3% 
6 25-Jun-25 1:38 PM 0.1 -50.0% 0.4 7.4% 3.7% 
7 27-Jun-25 1:51 PM 0.1 -50.0% 0.5 9.3% 5.6% 
8 30-Jun-25 1:54 PM 0.2 0.0% 0.7 13.0% 9.3% 
9 02-Jul-25 1:32 PM 0.2 0.0% 0.7 13.0% 9.3% 
10 04-Jul-25 1:35 PM 0.1 -50.0% 1.3 24.1% 20.4% 

11 (LOCF) - - 0.1 -50.0% 1.3 24.1% 20.4% 
12 (LOCF) - - 0.1 -50.0% 1.3 24.1% 20.4% 

13 11-Jul-25 1:24 PM 0.0 -100.0% 0.8 14.8% 11.1% 

  
    

   

01-006 

1 12-Aug-25 9:12 AM 3.1 -34.0% - - - 
2 (Baseline) 26-Aug-25 9:36 AM 4.7 0.0% 4.7 42.0% 0.0% 

3 27-Aug-25 9:16 AM 4.6 -2.1% 4.8 42.9% 0.9% 
4 29-Aug-25 9:39 AM 4.7 0.0% 7.0 62.5% 20.5% 
5 01-Sep-25 9:45 AM 3.4 -27.7% 5.7 50.9% 8.9% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

6 03-Sep-25 9:37 AM 4.7 0.0% 9.4 83.9% 42.0% 
7 05-Sep-25 9:37 AM 2.9 -38.3% 9.4 83.9% 42.0% 
8 08-Sep-25 9:28 AM 3.5 -25.5% 9.2 82.1% 40.2% 
9 10-Sep-25 9:35 AM 3.0 -36.2% 9.5 84.8% 42.9% 
10 12-Sep-25 10:39 AM 2.9 -38.3% 10.2 91.1% 49.1% 

11 (LOCF) - - 2.9 -38.3% 10.2 91.1% 49.1% 
12 (LOCF) - - 2.9 -38.3% 10.2 91.1% 49.1% 

13 19-Sep-25 9:47 AM 2.5 -46.8% 10.6 94.6% 52.7% 

  
    

   

01-007 

1 08-Sep-25 3:31 PM 0.5 -37.5% - - - 
2 (Baseline) 22-Sep-25 4:32 PM 0.8 0.0% 0.8 4.5% 0.0% 

3 24-Sep-25 4:26 PM 1.3 62.5% 1.2 6.7% 2.2% 
4 26-Sep-25 5:56 PM 2.7 237.5% 1.4 7.8% 3.4% 
5 29-Sep-25 1:32 PM 4.0 400.0% 3.6 20.1% 15.6% 
6 01-Oct-25 1:42 PM 3.3 312.5% 3.2 17.9% 13.4% 
7 03-Oct-25 1:22 PM 3.1 287.5% 3.8 21.2% 16.8% 
8 06-Oct-25 5:50 PM 5.5 587.5% 6.4 35.8% 31.3% 
9 08-Oct-25 5:38 PM 4.6 475.0% 4.5 25.1% 20.7% 
10 10-Oct-25 5:44 PM 7.3 812.5% 7.3 40.8% 36.3% 
11 13-Oct-25 5:24 PM 8.1 912.5% 8.2 45.8% 41.3% 
12 15-Oct-25 3:40 PM 8.2 925.0% 8.8 49.2% 44.7% 
13 17-Oct-25 5:36 PM 6.1 662.5% 7.8 43.6% 39.1% 

  
    

   

01-008 
1 22-Sep-25 11:42 AM 1.7 112.5% - - - 

2 (Baseline) 06-Oct-25 11:12 AM 0.8 0.0% 0.8 34.8% 0.0% 
3 08-Oct-25 11:58 AM 0.5 -37.5% 0.7 30.4% -4.3% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

4 10-Oct-25 11:52 AM 0.2 -75.0% 0.9 39.1% 4.3% 
5 13-Oct-25 12:05 PM 0.7 -12.5% 0.9 39.1% 4.3% 
6 15-Oct-25 11:40 AM 0.5 -37.5% 0.8 34.8% 0.0% 
7 17-Oct-25 10:21 AM 0.6 -25.0% 0.8 34.8% 0.0% 
8 20-Oct-25 11:57 AM 0.8 0.0% 1.0 43.5% 8.7% 
9 22-Oct-25 11:38 AM 0.9 12.5% 1.1 47.8% 13.0% 
10 24-Oct-25 11:36 AM 0.8 0.0% 1.0 43.5% 8.7% 
11 27-Oct-25 11:52 AM 0.6 -25.0% 0.9 39.1% 4.3% 
12 29-Oct-25 11:41 AM 0.9 12.5% 1.2 52.2% 17.4% 
13 31-Oct-25 11:50 AM 0.6 -25.0% 1.2 52.2% 17.4% 

  
    

   

01-009 

1 02-Oct-25 2:45 PM 0.7 -46.2% - - - 
2 (Baseline) 17-Oct-25 3:32 PM 1.3 0.0% 1.3 39.4% 0.0% 

3 20-Oct-25 2:43 PM 1.0 -23.1% 1.2 36.4% -3.0% 
4 22-Oct-25 2:27 PM 1.0 -23.1% 1.6 48.5% 9.1% 
5 24-Oct-25 2:16 PM 0.8 -38.5% 1.7 51.5% 12.1% 
6 27-Oct-25 2:25 PM 0.5 -61.5% 1.6 48.5% 9.1% 
7 29-Oct-25 2:27 PM 0.8 -38.5% 1.9 57.6% 18.2% 
8 31-Oct-25 2:29 PM 0.3 -76.9% 1.6 48.5% 9.1% 
9 03-Nov-25 2:44 PM 0.6 -53.8% 2.0 60.6% 21.2% 
10 05-Nov-25 2:29 PM 0.4 -69.2% 2.3 69.7% 30.3% 
11 07-Nov-25 2:22 PM 0.4 -69.2% 2.3 69.7% 30.3% 
12 10-Nov-25 2:22 PM 0.4 -69.2% 2.3 69.7% 30.3% 
13 12-Nov-25 1:42 PM 0.4 -69.2% 2.3 69.7% 30.3% 

  
    

   
01-010 1 17-Oct-25 1:37 PM 0.0 -100.0% - - - 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

2 (Baseline) 20-Oct-25 1:27 PM 0.5 0.0% 0.5 11.1% 0.0% 
3 22-Oct-25 1:26 PM 1.3 160.0% 1.3 28.9% 17.8% 
4 24-Oct-25 1:20 PM 0.9 80.0% 1.5 33.3% 22.2% 
5 27-Oct-25 1:28 PM 1.0 100.0% 1.9 42.2% 31.1% 
6 29-Oct-25 1:29 PM 1.7 240.0% 3.0 66.7% 55.6% 
7 31-Oct-25 1:25 PM 1.0 100.0% 2.3 51.1% 40.0% 
8 03-Nov-25 1:36 PM 1.3 160.0% 2.8 62.2% 51.1% 
9 05-Nov-25 1:31 PM 0.6 20.0% 2.1 46.7% 35.6% 
10 07-Nov-25 1:02 PM 0.4 -20.0% 3.1 68.9% 57.8% 
11 10-Nov-25 1:12 PM 0.6 20.0% 3.3 73.3% 62.2% 
12 12-Nov-25 1:04 PM 0.4 -20.0% 3.5 77.8% 66.7% 
13 14-Nov-25 1:14 PM 0.2 -60.0% 3.1 68.9% 57.8% 

  
    

   

01-011 

1 23-Oct-25 2:08 PM 1.7 750.0% - - - 
2 (Baseline) 07-Nov-25 10:32 AM 0.2 0.0% 0.2 1.7% 0.0% 

3 10-Nov-25 10:30 AM 0.3 50.0% 1.6 13.3% 11.7% 
4 12-Nov-25 10:12 AM 1.4 600.0% 2.8 23.3% 21.7% 
5 14-Nov-25 10:33 AM 4.7 2250.0% 6.5 54.2% 52.5% 
6 17-Nov-25 2:51 PM 0.3 50.0% 2.1 17.5% 15.8% 
7 19-Nov-25 10:43 AM 2.6 1200.0% 4.9 40.8% 39.2% 
8 21-Nov-25 9:18 AM 0.4 100.0% 3.1 25.8% 24.2% 
9 24-Nov-25 10:34 AM 3.3 1550.0% 5.6 46.7% 45.0% 
10 26-Nov-25 10:56 AM 3.2 1500.0% 6.0 50.0% 48.3% 
11 28-Nov-25 1:47 PM 1.6 700.0% 4.7 39.2% 37.5% 
12 01-Dec-25 10:20 AM 3.1 1450.0% 6.2 51.7% 50.0% 
13 03-Dec-25 12:00 PM 1.3 550.0% 4.9 40.8% 39.2% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

01-012 

1 23-Oct-25 3:56 PM 0.0 -100.0% - - - 
2 (Baseline) 07-Nov-25 12:01 PM 0.3 0.0% 0.3 10.7% 0.0% 

3 10-Nov-25 11:47 AM 0.0 -100.0% 0.5 17.9% 7.1% 
4 12-Nov-25 11:52 AM 0.2 -33.3% 0.7 25.0% 14.3% 

5 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
6 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
7 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
8 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
9 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
10 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
11 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
12 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 
13 (LOCF) - - 0.2 -33.3% 0.7 25.0% 14.3% 

  
    

   

01-013 

1 14-Nov-25 9:35 AM 0.4 - - - - 
2 (Baseline) 21-Nov-25 11:45 AM 0.0 0.0% 0.0 0.0% 0.0% 

3 24-Nov-25 11:15 AM 1.0 - 1.5 41.7% 41.7% 
4 26-Nov-25 11:04 AM 0.7 - 1.7 47.2% 47.2% 
5 29-Nov-25 10:54 AM 0.6 - 1.7 47.2% 47.2% 
6 01-Dec-25 11:02 AM 0.6 - 1.9 52.8% 52.8% 
7 03-Dec-25 10:54 AM 0.8 - 2.1 58.3% 58.3% 
8 05-Dec-25 1:38 PM 1.3 - 2.8 77.8% 77.8% 
9 08-Dec-25 1:02 PM 1.5 - 2.6 72.2% 72.2% 
10 10-Dec-25 12:59 PM 1.3 - 3.0 83.3% 83.3% 
11 12-Dec-25 10:16 AM 1.7 - 3.6 100.0% 100.0% 
12 15-Dec-25 10:51 AM 1.7 - 3.6 100.0% 100.0% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 

Granulation 
Area 

Assessment 
(cm2) 

% Change in 
Granulation 
Relative to 

Baseline 

Granulation 
+ Re-

epithelialised 
Area (cm2) 

% Granulation + 
Re-epithelialised  
Area Relative to 

Baseline Wound Size 

Normalised 
Granulation 

+ Healed 
Area 

13 17-Dec-25 10:58 AM 1.7 - 3.6 100.0% 100.0% 

  
    

   

01-014 

1 11-Nov-25 12:49 PM 1.3 -48.0% - - - 
2 (Baseline) 21-Nov-25 1:03 PM 2.5 0.0% 2.5 15.7% 0.0% 

3 24-Nov-25 12:52 PM 8.1 224.0% 9.7 61.0% 45.3% 
4 26-Nov-25 12:46 PM 3.6 44.0% 5.1 32.1% 16.4% 
5 28-Nov-25 1:12 PM 4.8 92.0% 7.1 44.7% 28.9% 
6 01-Dec-25 12:49 PM 4.7 88.0% 7.4 46.5% 30.8% 
7 03-Dec-25 12:38 PM 5.8 132.0% 8.7 54.7% 39.0% 
8 05-Dec-25 12:49 PM 4.1 64.0% 6.0 37.7% 22.0% 
9 08-Dec-25 12:50 PM 2.6 4.0% 5.1 32.1% 16.4% 
10 10-Dec-25 12:40 PM 5.1 104.0% 8.6 54.1% 38.4% 
11 12-Dec-25 12:52 PM 3.8 52.0% 7.2 45.3% 29.6% 
12 15-Dec-25 12:37 PM 5.8 132.0% 9.7 61.0% 45.3% 
13 17-Dec-25 12:12 PM 7.2 188.0% 10.9 68.6% 52.8% 
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Listing 16.2.6.6 Slough, Eschar & Granulation Tissue as a Percentage of Wound Size at Each Visit [ITT Population] 

Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

01-001 

1 11-Mar-25 12:00 PM 64.1% 0.0% 33.3% 97.4% 
2 (Baseline) 24-Mar-25 11:46 AM 50.0% 0.0% 47.5% 97.5% 

3 26-Mar-25 11:42 AM 50.0% 0.0% 43.3% 93.3% 
4 28-Mar-25 11:20 AM 44.4% 0.0% 48.1% 92.5% 
5 31-Mar-25 11:21 AM 50.0% 0.0% 40.9% 90.9% 
6 02-Apr-25 11:31 AM 42.9% 0.0% 64.3% 107.2% 
7 04-Apr-25 11:29 AM 0.0% 0.0% 100.0% 100.0% 

8 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 
9 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 
10 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 
11 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 
12 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 
13 (LOCF) - - 0.0% 0.0% 100.0% 100.0% 

  
  

    

01-002 

1 08-Apr-25 11:57 AM 50.0% 0.0% 40.2% 90.2% 
2 (Baseline) 22-Apr-25 11:17 AM 46.3% 0.0% 47.2% 93.5% 

3 23-Apr-25 3:41 PM 42.3% 0.0% 64.0% 106.3% 
4 25-Apr-25 3:30 PM 43.2% 0.0% 55.6% 98.8% 
5 28-Apr-25 3:35 PM 43.1% 0.0% 52.8% 95.9% 
6 30-Apr-25 3:27 PM 41.0% 0.0% 51.3% 92.3% 
7 02-May-25 3:41 PM 63.3% 0.0% 30.6% 93.9% 
8 06-May-25 3:29 PM 42.4% 0.0% 59.3% 101.7% 
9 08-May-25 11:29 AM 34.6% 0.0% 65.4% 100.0% 
10 12-May-25 3:25 PM 46.7% 0.0% 43.3% 90.0% 

11 (LOCF) - - 46.7% 0.0% 43.3% 90.0% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

12 (LOCF) - - 46.7% 0.0% 43.3% 90.0% 
13 16-May-25 4:08 PM 36.7% 0.0% 60.0% 96.7% 

    
    

01-003 

1 07-May-25 4:01 PM 81.2% 9.4% 3.1% 93.7% 
2 (Baseline) 19-May-25 3:58 PM 62.2% 0.0% 32.4% 94.6% 

3 21-May-25 10:02 AM 48.5% 0.0% 42.4% 90.9% 
4 23-May-25 9:58 AM 71.9% 0.0% 25.0% 96.9% 
5 27-May-25 10:02 AM 78.1% 0.0% 18.8% 96.9% 
6 28-May-25 2:40 PM 91.2% 0.0% 2.9% 94.1% 
7 30-May-25 9:42 AM 66.7% 0.0% 27.8% 94.5% 
8 02-Jun-25 10:23 AM 82.9% 0.0% 8.6% 91.5% 
9 04-Jun-25 9:49 AM 73.0% 0.0% 27.0% 100.0% 
10 06-Jun-25 11:29 AM 81.8% 0.0% 12.1% 93.9% 

11 (LOCF) - - 81.8% 0.0% 12.1% 93.9% 
12 (LOCF) - - 81.8% 0.0% 12.1% 93.9% 

13 13-Jun-25 11:05 AM 85.0% 7.5% 7.5% 100.0% 

  
  

    

01-004 

1 27-May-25 11:33 AM 71.2% 0.0% 29.8% 101.0% 
2 (Baseline) 09-Jun-25 10:42 AM 50.2% 0.0% 43.5% 93.7% 

3 11-Jun-25 9:24 AM 41.1% 0.0% 54.0% 95.1% 
4 13-Jun-25 9:13 AM 47.3% 0.0% 47.3% 94.6% 
5 16-Jun-25 8:46 AM 41.2% 0.0% 57.8% 99.0% 
6 18-Jun-25 9:29 AM 41.2% 0.0% 54.8% 96.0% 
7 20-Jun-25 9:29 AM 34.2% 0.0% 61.7% 95.9% 
8 23-Jun-25 9:07 AM 34.9% 0.0% 56.8% 91.7% 
9 25-Jun-25 9:34 AM 62.3% 0.0% 32.5% 94.8% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

10 27-Jun-25 9:35 AM 44.9% 0.0% 53.3% 98.2% 
11 (LOCF) - - 44.9% 0.0% 53.3% 98.2% 
12 (LOCF) - - 44.9% 0.0% 53.3% 98.2% 

13 07-Jul-25 9:04 AM 12.8% 0.0% 93.6% 106.4% 

  
  

    

01-005 

1 02-Jun-25 4:41 PM 82.8% 0.0% 9.4% 92.2% 
2 (Baseline) 16-Jun-25 2:55 PM 94.4% 0.0% 3.7% 98.1% 

3 18-Jun-25 1:43 PM 98.1% 0.0% 1.9% 100.0% 
4 20-Jun-25 1:45 PM 92.6% 0.0% 1.9% 94.5% 
5 23-Jun-25 3:42 PM 89.8% 0.0% 4.1% 93.9% 
6 25-Jun-25 1:38 PM 90.2% 0.0% 2.0% 92.2% 
7 27-Jun-25 1:51 PM 92.0% 0.0% 2.0% 94.0% 
8 30-Jun-25 1:54 PM 89.8% 0.0% 4.1% 93.9% 
9 02-Jul-25 1:32 PM 87.8% 0.0% 4.1% 91.9% 
10 04-Jul-25 1:35 PM 95.2% 0.0% 2.4% 97.6% 

11 (LOCF) - - 95.2% 0.0% 2.4% 97.6% 
12 (LOCF) - - 95.2% 0.0% 2.4% 97.6% 

13 11-Jul-25 1:24 PM 100.0% 0.0% 0.0% 100.0% 

  
  

    

01-006 

1 12-Aug-25 9:12 AM 64.3% 0.0% 31.6% 95.9% 
2 (Baseline) 26-Aug-25 9:36 AM 57.1% 0.0% 42.0% 99.1% 

3 27-Aug-25 9:16 AM 51.8% 0.0% 41.8% 93.6% 
4 29-Aug-25 9:39 AM 51.7% 0.0% 52.8% 104.5% 
5 01-Sep-25 9:45 AM 60.7% 0.0% 38.2% 98.9% 
6 03-Sep-25 9:37 AM 30.8% 0.0% 72.3% 103.1% 
7 05-Sep-25 9:37 AM 31.9% 0.0% 61.7% 93.6% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

8 08-Sep-25 9:28 AM 38.2% 0.0% 63.6% 101.8% 
9 10-Sep-25 9:35 AM 38.3% 0.0% 63.8% 102.1% 
10 12-Sep-25 10:39 AM 23.1% 0.0% 74.4% 97.5% 

11 (LOCF) - - 23.1% 0.0% 74.4% 97.5% 
12 (LOCF) - - 23.1% 0.0% 74.4% 97.5% 

13 19-Sep-25 9:47 AM 22.6% 0.0% 80.6% 103.2% 

  
  

    

01-007 

1 08-Sep-25 3:31 PM 92.5% 2.0% 2.5% 97.0% 
2 (Baseline) 22-Sep-25 4:32 PM 91.1% 0.0% 4.5% 95.6% 

3 24-Sep-25 4:26 PM 89.4% 0.0% 7.2% 96.6% 
4 26-Sep-25 5:56 PM 87.0% 0.0% 14.1% 101.1% 
5 29-Sep-25 1:32 PM 77.6% 0.0% 21.9% 99.5% 
6 01-Oct-25 1:42 PM 76.7% 0.0% 18.3% 95.0% 
7 03-Oct-25 1:22 PM 79.7% 0.0% 18.0% 97.7% 
8 06-Oct-25 5:50 PM 60.6% 0.0% 32.4% 93.0% 
9 08-Oct-25 5:38 PM 75.6% 0.0% 25.6% 101.2% 
10 10-Oct-25 5:44 PM 58.1% 0.0% 40.8% 98.9% 
11 13-Oct-25 5:24 PM 53.4% 0.0% 45.5% 98.9% 
12 15-Oct-25 3:40 PM 50.9% 0.0% 47.4% 98.3% 
13 17-Oct-25 5:36 PM 58.6% 0.0% 37.7% 96.3% 

  
  

    

01-008 

1 22-Sep-25 11:42 AM 58.8% 0.0% 50.0% 108.8% 
2 (Baseline) 06-Oct-25 11:12 AM 65.2% 0.0% 34.8% 100.0% 

3 08-Oct-25 11:58 AM 76.2% 0.0% 23.8% 100.0% 
4 10-Oct-25 11:52 AM 87.5% 0.0% 12.5% 100.0% 
5 13-Oct-25 12:05 PM 66.7% 0.0% 33.3% 100.0% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

6 15-Oct-25 11:40 AM 75.0% 0.0% 25.0% 100.0% 
7 17-Oct-25 10:21 AM 66.7% 0.0% 28.6% 95.3% 
8 20-Oct-25 11:57 AM 57.1% 0.0% 38.1% 95.2% 
9 22-Oct-25 11:38 AM 57.1% 0.0% 42.9% 100.0% 
10 24-Oct-25 11:36 AM 61.9% 0.0% 38.1% 100.0% 
11 27-Oct-25 11:52 AM 75.0% 0.0% 30.0% 105.0% 
12 29-Oct-25 11:41 AM 55.0% 0.0% 45.0% 100.0% 
13 31-Oct-25 11:50 AM 64.7% 0.0% 35.3% 100.0% 

  
  

    

01-009 

1 02-Oct-25 2:45 PM 68.2% 0.0% 31.8% 100.0% 
2 (Baseline) 17-Oct-25 3:32 PM 57.6% 0.0% 39.4% 97.0% 

3 20-Oct-25 2:43 PM 54.8% 0.0% 32.3% 87.1% 
4 22-Oct-25 2:27 PM 44.4% 0.0% 37.0% 81.4% 
5 24-Oct-25 2:16 PM 66.7% 0.0% 33.3% 100.0% 
6 27-Oct-25 2:25 PM 77.3% 0.0% 22.7% 100.0% 
7 29-Oct-25 2:27 PM 68.2% 0.0% 36.4% 104.6% 
8 31-Oct-25 2:29 PM 80.0% 0.0% 15.0% 95.0% 
9 03-Nov-25 2:44 PM 68.4% 0.0% 31.6% 100.0% 
10 05-Nov-25 2:29 PM 71.4% 0.0% 28.6% 100.0% 
11 07-Nov-25 2:22 PM 71.4% 0.0% 28.6% 100.0% 
12 10-Nov-25 2:22 PM 71.4% 0.0% 28.6% 100.0% 
13 12-Nov-25 1:42 PM 71.4% 0.0% 28.6% 100.0% 

  
  

    

01-010 
1 17-Oct-25 1:37 PM 100.0% 0.0% 0.0% 100.0% 

2 (Baseline) 20-Oct-25 1:27 PM 88.9% 0.0% 11.1% 100.0% 
3 22-Oct-25 1:26 PM 68.9% 0.0% 28.9% 97.8% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

4 24-Oct-25 1:20 PM 74.4% 0.0% 23.1% 97.5% 
5 27-Oct-25 1:28 PM 75.0% 0.0% 27.8% 102.8% 
6 29-Oct-25 1:29 PM 56.2% 0.0% 53.1% 109.3% 
7 31-Oct-25 1:25 PM 65.6% 0.0% 31.2% 96.8% 
8 03-Nov-25 1:36 PM 60.0% 0.0% 43.3% 103.3% 
9 05-Nov-25 1:31 PM 83.3% 0.0% 20.0% 103.3% 
10 07-Nov-25 1:02 PM 77.8% 0.0% 22.2% 100.0% 
11 10-Nov-25 1:12 PM 66.7% 0.0% 33.3% 100.0% 
12 12-Nov-25 1:04 PM 71.4% 0.0% 28.6% 100.0% 
13 14-Nov-25 1:14 PM 87.5% 0.0% 12.5% 100.0% 

  
  

    

01-011 

1 23-Oct-25 2:08 PM 86.9% 0.0% 13.9% 100.8% 
2 (Baseline) 07-Nov-25 10:32 AM 88.3% 10.0% 1.7% 100.0% 

3 10-Nov-25 10:30 AM 96.3% 0.0% 2.8% 99.1% 
4 12-Nov-25 10:12 AM 87.7% 0.0% 13.2% 100.9% 
5 14-Nov-25 10:33 AM 61.8% 0.0% 46.1% 107.9% 
6 17-Nov-25 2:51 PM 92.2% 0.0% 2.9% 95.1% 
7 19-Nov-25 10:43 AM 71.1% 0.0% 26.8% 97.9% 
8 21-Nov-25 9:18 AM 94.6% 0.0% 4.3% 98.9% 
9 24-Nov-25 10:34 AM 64.9% 0.0% 34.0% 98.9% 
10 26-Nov-25 10:56 AM 68.5% 0.0% 34.8% 103.3% 
11 28-Nov-25 1:47 PM 78.7% 0.0% 18.0% 96.7% 
12 01-Dec-25 10:20 AM 65.2% 0.0% 34.8% 100.0% 
13 03-Dec-25 12:00 PM 86.9% 0.0% 15.5% 102.4% 

  
  

    
01-012 1 23-Oct-25 3:56 PM 100.0% 0.0% 0.0% 100.0% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

2 (Baseline) 07-Nov-25 12:01 PM 85.7% 0.0% 10.7% 96.4% 
3 10-Nov-25 11:47 AM 100.0% 0.0% 0.0% 100.0% 
4 12-Nov-25 11:52 AM 87.0% 0.0% 8.7% 95.7% 

5 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
6 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
7 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
8 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
9 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
10 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
11 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
12 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 
13 (LOCF) - - 87.0% 0.0% 8.7% 95.7% 

  
  

    

01-013 

1 14-Nov-25 9:35 AM 94.3% 0.0% 11.4% 105.7% 
2 (Baseline) 21-Nov-25 11:45 AM 100.0% 0.0% 0.0% 100.0% 

3 24-Nov-25 11:15 AM 67.7% 0.0% 32.3% 100.0% 
4 26-Nov-25 11:04 AM 69.2% 0.0% 26.9% 96.1% 
5 29-Nov-25 10:54 AM 72.0% 0.0% 24.0% 96.0% 
6 01-Dec-25 11:02 AM 73.9% 0.0% 26.1% 100.0% 
7 03-Dec-25 10:54 AM 69.6% 0.0% 34.8% 104.4% 
8 05-Dec-25 1:38 PM 38.1% 0.0% 61.9% 100.0% 
9 08-Dec-25 1:02 PM 36.0% 0.0% 60.0% 96.0% 
10 10-Dec-25 12:59 PM 31.6% 0.0% 68.4% 100.0% 
11 12-Dec-25 10:16 AM 0.0% 0.0% 100.0% 100.0% 
12 15-Dec-25 10:51 AM 0.0% 0.0% 100.0% 100.0% 
13 17-Dec-25 10:58 AM 0.0% 0.0% 100.0% 100.0% 
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Subject 
Number Visit Number Date Image 

Taken Time Image Taken 
Slough As % of 

Wound Size at Each 
Visit 

Eschar as % of 
Wound Size at Each 

Visit 

Granulation as % of 
Wound Size at Each 

Visit 

Total Wound Size 
Accounted for (%) 

01-014 

1 11-Nov-25 12:49 PM 94.0% 0.0% 7.1% 101.1% 
2 (Baseline) 21-Nov-25 1:03 PM 83.0% 0.0% 15.7% 98.7% 

3 24-Nov-25 12:52 PM 41.3% 0.0% 56.6% 97.9% 
4 26-Nov-25 12:46 PM 73.6% 0.0% 25.0% 98.6% 
5 28-Nov-25 1:12 PM 62.5% 0.0% 35.3% 97.8% 
6 01-Dec-25 12:49 PM 62.9% 0.0% 35.6% 98.5% 
7 03-Dec-25 12:38 PM 58.5% 0.0% 44.6% 103.1% 
8 05-Dec-25 12:49 PM 67.1% 0.0% 29.3% 96.4% 
9 08-Dec-25 12:50 PM 76.9% 0.0% 19.4% 96.3% 
10 10-Dec-25 12:40 PM 60.5% 0.0% 41.1% 101.6% 
11 12-Dec-25 12:52 PM 65.6% 0.0% 30.4% 96.0% 
12 15-Dec-25 12:37 PM 39.2% 8.3% 48.3% 95.8% 
13 17-Dec-25 12:12 PM 45.9% 0.0% 59.0% 104.9% 
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Listing 16.2.6.7: Wound QoL Questionnaire [ITT Population] 

Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

01-001 

1 11-Mar-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Quite a lot 3 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Moderately 2 
TOTAL SCORE   26 

          

2 24-Mar-25  

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Moderately 2 
TOTAL SCORE   32 

          

13 N/A (LOCF) 
  

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others A little 1 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Moderately 2 
TOTAL SCORE   32 

   
   

01-002 

1 08-Apr-25 

1. My wound hurt Very much 4 
2. My wound has a bad smell Very much 4 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing Quite a lot 3 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me Very much 4 
TOTAL SCORE   51 

          

2 22-Apr-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Quite a lot 3 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Quite a lot 3 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Moderately 2 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Quite a lot 3 
TOTAL SCORE   28 

          

13 16-May-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Moderately 2 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Very much 4 

  TOTAL SCORE   23 
   

   

01-003 
1 07-May-25 

1. My wound hurt Not at all 0 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Not at all 0 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Not at all 0 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   0 

          
2 19-May-25 1. My wound hurt A little 1 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Not at all 0 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Not at all 0 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   2 

          

13 13-Jun-25 

1. My wound hurt Not at all 0 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Not at all 0 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

10. I have been afraid of knocking the wound Not at all 0 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 

  TOTAL SCORE   1 
   

   

01-004 1 27-May-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Moderately 2 
17. The wound has been a financial burden to me Quite a lot 3 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

TOTAL SCORE   54 
          

2 09-Jun-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Quite a lot 3 
4. The wound has affected my sleep Quite a lot 3 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Quite a lot 3 
7. I have felt frustrated because the wound is taking so long to heal  Quite a lot 3 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing Quite a lot 3 
10. I have been afraid of knocking the wound Quite a lot 3 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Quite a lot 3 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Quite a lot 3 
16. I have felt dependent on help from others because of the wound Quite a lot 3 
17. The wound has been a financial burden to me Quite a lot 3 
TOTAL SCORE   45 

          

13 07-Jul-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Quite a lot 3 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Quite a lot 3 
5. The treatment of the wound has been a burden to me Moderately 2 
6. The wound has made be unhappy Very much 4 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Very much 4 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me Quite a lot 3 

  TOTAL SCORE   57 
   

   

01-005 1 02-Jun-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Very much 4 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Very much 4 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   48 

          

2 16-Jun-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Quite a lot 3 
7. I have felt frustrated because the wound is taking so long to heal  Quite a lot 3 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing Quite a lot 3 
10. I have been afraid of knocking the wound Quite a lot 3 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Quite a lot 3 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   33 

          

13 11-Jul-25 
1. My wound hurt Not at all 0 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Very much 4 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Moderately 2 

  TOTAL SCORE   41 
   

   

01-006 1 12-Aug-25 

1. My wound hurt Very much 4 
2. My wound has a bad smell Very much 4 
3. There was a disturbing discharge from the wound Very much 4 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Very much 4 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Very much 4 
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12. Climbing stairs has been difficult because of the wound Very much 4 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me Very much 4 
TOTAL SCORE   68 

          

2 26-Aug-25 

1. My wound hurt Very much 4 
2. My wound has a bad smell Moderately 2 
3. There was a disturbing discharge from the wound Very much 4 
4. The wound has affected my sleep Very much 4 
5. The treatment of the wound has been a burden to me Very much 4 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Very much 4 
12. Climbing stairs has been difficult because of the wound Very much 4 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me Very much 4 
TOTAL SCORE   66 
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13 
19-Sep-25 

1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me A little 1 

  TOTAL SCORE   17 
   

   

01-007 
01-007 1 08-Sep-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound A little 1 
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9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   11 

          

2 22-Sep-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound A little 1 
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17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   12 

          

13 
17-Oct-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Not at all 0 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Moderately 2 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Not at all 0 

  TOTAL SCORE   12 
   

   

01-008 
01-008 1 22-Sep-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me A little 1 
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6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Quite a lot 3 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   16 

          

2 06-Oct-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
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14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   10 

          

13 
31-Oct-25 

1. My wound hurt Not at all 0 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Not at all 0 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 

  TOTAL SCORE   6 
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01-009 
01-009 

1 02-Oct-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell Moderately 2 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Moderately 2 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Very much 4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much 4 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Very much 4 
14. The wound has limited my leisure activities Very much 4 
15. The wound has forced me to limit my activities with others Very much 4 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   51 

          

2 17-Oct-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Quite a lot 3 
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9. I have been afraid of the wound getting worse or of new wounds appearing Moderately 2 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Moderately 2 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me Moderately 2 
TOTAL SCORE   30 

          

13 12-Nov-25 

1. My wound hurt Moderately 2 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound Not at all 0 
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17. The wound has been a financial burden to me Not at all 0 
  TOTAL SCORE   11 

   
   

01-010 

1 17-Oct-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Moderately 2 
6. The wound has made be unhappy Very much  4 
7. I have felt frustrated because the wound is taking so long to heal  Very much  4 
8. I have worried about my wound Very much  4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much  4 
10. I have been afraid of knocking the wound Very much  4 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound Very much  4 
14. The wound has limited my leisure activities Very much  4 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Very much  4 
TOTAL SCORE   42 

          

2 20-Oct-25 

1. My wound hurt Not at all 0 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Very much  4 
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6. The wound has made be unhappy Very much  4 
7. I have felt frustrated because the wound is taking so long to heal  Very much  4 
8. I have worried about my wound Very much  4 
9. I have been afraid of the wound getting worse or of new wounds appearing Very much  4 
10. I have been afraid of knocking the wound Very much  4 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Very much  4 
14. The wound has limited my leisure activities Very much  4 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   44 

          

13 14-Nov-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Quite a lot 3 
10. I have been afraid of knocking the wound Very much  4 
11. I have had trouble moving about because of the wound Quite a lot 3 
12. Climbing stairs has been difficult because of the wound Quite a lot 3 
13. I have had trouble with day-to-day activities because of the wound Quite a lot 3 
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14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Quite a lot 3 

  TOTAL SCORE   33 
   

   

01-011 

1 23-Oct-25 

1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Quite a lot 3 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound Moderately 2 
17. The wound has been a financial burden to me Moderately 2 
TOTAL SCORE   23 

          

2 07-Nov-25 
1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
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3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Moderately 2 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   19 

          

13 03-Dec-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Very much 4 
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11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me A little 1 

  TOTAL SCORE   18 
   

   

01-012 
01-012 1 23-Oct-25 

1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   21 
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2 07-Nov-25 

1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   23 

          

13 N/A (LOCF) 

1. My wound hurt A little 1 
2. My wound has a bad smell A little 1 
3. There was a disturbing discharge from the wound A little 1 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Quite a lot 3 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
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8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Not at all 0 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound A little 1 
13. I have had trouble with day-to-day activities because of the wound Moderately 2 
14. The wound has limited my leisure activities Quite a lot 3 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me A little 1 

  TOTAL SCORE   23 
   

   

01-013 1 14-Nov-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  Not at all 0 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Not at all 0 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others A little 1 
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16. I have felt dependent on help from others because of the wound Moderately 2 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   6 

          

2 21-Nov-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy Very much 4 
7. I have felt frustrated because the wound is taking so long to heal  Very much 4 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing Moderately 2 
10. I have been afraid of knocking the wound Very much 4 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Very much 4 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   19 

          

13 17-Dec-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Not at all 0 
3. There was a disturbing discharge from the wound Not at all 0 
4. The wound has affected my sleep Not at all 0 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

5. The treatment of the wound has been a burden to me Not at all 0 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound Not at all 0 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound Not at all 0 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Quite a lot 3 
17. The wound has been a financial burden to me Not at all 0 

  TOTAL SCORE   8 
   

   

01-014 1 11-Nov-25 

1. My wound hurt A little 1 
2. My wound has a bad smell Quite a lot 3 
3. There was a disturbing discharge from the wound Quite a lot 3 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me Moderately 2 
6. The wound has made be unhappy A little 1 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound A little 1 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound A little 1 
11. I have had trouble moving about because of the wound A little 1 
12. Climbing stairs has been difficult because of the wound Not at all 0 
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Subject Number Visit 
Number 

Date Wound QOL 
Completed Question Observation Score 

13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Not at all 0 
15. The wound has forced me to limit my activities with others Not at all 0 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 
TOTAL SCORE   17 

          

2 21-Nov-25 

1. My wound hurt Quite a lot 3 
2. My wound has a bad smell Very much 4 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep Moderately 2 
5. The treatment of the wound has been a burden to me Moderately 2 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  Moderately 2 
8. I have worried about my wound Moderately 2 
9. I have been afraid of the wound getting worse or of new wounds appearing Moderately 2 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Not at all 0 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities Moderately 2 
15. The wound has forced me to limit my activities with others Moderately 2 
16. I have felt dependent on help from others because of the wound A little 1 
17. The wound has been a financial burden to me A little 1 
TOTAL SCORE   32 

          
13 17-Dec-25 1. My wound hurt Quite a lot 3 
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Number 

Date Wound QOL 
Completed Question Observation Score 

2. My wound has a bad smell Moderately 2 
3. There was a disturbing discharge from the wound Moderately 2 
4. The wound has affected my sleep A little 1 
5. The treatment of the wound has been a burden to me A little 1 
6. The wound has made be unhappy Moderately 2 
7. I have felt frustrated because the wound is taking so long to heal  A little 1 
8. I have worried about my wound Not at all 0 
9. I have been afraid of the wound getting worse or of new wounds appearing A little 1 
10. I have been afraid of knocking the wound Moderately 2 
11. I have had trouble moving about because of the wound Moderately 2 
12. Climbing stairs has been difficult because of the wound Moderately 2 
13. I have had trouble with day-to-day activities because of the wound A little 1 
14. The wound has limited my leisure activities A little 1 
15. The wound has forced me to limit my activities with others A little 1 
16. I have felt dependent on help from others because of the wound Not at all 0 
17. The wound has been a financial burden to me Not at all 0 

  TOTAL SCORE   22 
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Listing 16.2.6.8: Forgotten Wound QoL [ITT Population] 
Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-001 

1 11-Mar-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Does not apply N/A 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Seldom 2 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   25 
MEAN SCORE OF ANSWERED RESPONSES   2.5 
TOTAL SCORE   62.5 
100 -TOTAL SCORE   37.5 

          

2 24-Mar-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   37 
MEAN SCORE OF ANSWERED RESPONSES   3.4 
TOTAL SCORE   84.1 
100 -TOTAL SCORE   15.9 

          

13 N/A (LOCF) 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   37 
MEAN SCORE OF ANSWERED RESPONSES   3.4 
TOTAL SCORE   84.1 
100 -TOTAL SCORE   15.9 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-002 

1 08-Apr-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   46 
MEAN SCORE OF ANSWERED RESPONSES   3.8 
TOTAL SCORE   95.8 
100 -TOTAL SCORE   4.2 

          

2 22-Apr-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Sometimes 3 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   38 
MEAN SCORE OF ANSWERED RESPONSES   3.2 
TOTAL SCORE   79.2 
100 -TOTAL SCORE   20.8 

          

13 16-May-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   41 
MEAN SCORE OF ANSWERED RESPONSES   3.7 
TOTAL SCORE   93.2 
100 -TOTAL SCORE   6.8 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-003 

1 07-May-25 

1. In bed at night Never 0 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Never 0 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
11. If/when it smells bad Never 0 
12. If/when it hurts Never 0 
SUMMED RESPONSES   0 
MEAN SCORE OF ANSWERED RESPONSES   0.0 
TOTAL SCORE   0.0 
100 -TOTAL SCORE   100.0 

          

2 19-May-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Does not apply N/A 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Never 0 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Never 0 
12. If/when it hurts Does not apply N/A 
SUMMED RESPONSES   9 
MEAN SCORE OF ANSWERED RESPONSES   0.9 
TOTAL SCORE   22.5 
100 -TOTAL SCORE   77.5 

          

13 13-Jun-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Never 0 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Almost never 1 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
11. If/when it smells bad Almost never 1 
12. If/when it hurts Almost never 1 
SUMMED RESPONSES   6 
MEAN SCORE OF ANSWERED RESPONSES   0.5 
TOTAL SCORE   12.5 
100 -TOTAL SCORE   87.5 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-004 

1 27-May-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

          

2 09-Jun-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

          

13 07-Jul-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

      



 
CONFIDENTIAL 02 March 2026 

Clinical Study Report Appendix (Post-Text Listing) Version 1.0 Page 132 of 187 
 

Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-005 

1 02-Jun-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

          

2 16-Jun-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   43 
MEAN SCORE OF ANSWERED RESPONSES   3.9 
TOTAL SCORE   97.7 
100 -TOTAL SCORE   2.3 

          

13 11-Jul-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   44 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-006 

1 12-Aug-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

          

2 26-Aug-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Sometimes 3 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   47 
MEAN SCORE OF ANSWERED RESPONSES   3.9 
TOTAL SCORE   97.9 
100 -TOTAL SCORE   2.1 

          

13 19-Sep-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Almost never 1 
4. When taking a bath/shower Almost never 1 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Almost never 1 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Almost never 1 
9. When doing housework, working or preparing meals Almost never 1 
10. When doing your favourite activity Almost never 1 
11. If/when it smells bad Almost never 1 
12. If/when it hurts Almost never 1 
SUMMED RESPONSES   12 
MEAN SCORE OF ANSWERED RESPONSES   1.0 
TOTAL SCORE   25.0 
100 -TOTAL SCORE   75.0 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-007 

1 08-Sep-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Seldom 2 
8. When standing for long periods Seldom 2 
9. When doing housework, working or preparing meals Seldom 2 
10. When doing your favourite activity Sometimes 3 
11. If/when it smells bad Never 0 
12. If/when it hurts Sometimes 3 
SUMMED RESPONSES   29 
MEAN SCORE OF ANSWERED RESPONSES   2.4 
TOTAL SCORE   60.4 
100 -TOTAL SCORE   39.6 

          

2 22-Sep-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Sometimes 3 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Seldom 2 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Sometimes 3 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Never 0 
12. If/when it hurts Sometimes 3 
SUMMED RESPONSES   32 
MEAN SCORE OF ANSWERED RESPONSES   2.7 
TOTAL SCORE   66.7 
100 -TOTAL SCORE   33.3 

          

13 17-Oct-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Seldom 2 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Almost never 1 
7. When getting up in the morning Seldom 2 
8. When standing for long periods Almost never 1 
9. When doing housework, working or preparing meals Almost never 1 
10. When doing your favourite activity Almost never 1 
11. If/when it smells bad Never 0 
12. If/when it hurts Sometimes 3 
SUMMED RESPONSES   19 
MEAN SCORE OF ANSWERED RESPONSES   1.6 
TOTAL SCORE   39.6 
100 -TOTAL SCORE   60.4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-008 

1 22-Sep-25 

1. In bed at night Never 0 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Never 0 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
11. If/when it smells bad Never 0 
12. If/when it hurts Never 0 
SUMMED RESPONSES   2 
MEAN SCORE OF ANSWERED RESPONSES   0.2 
TOTAL SCORE   4.2 
100 -TOTAL SCORE   95.8 

          

2 06-Oct-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Never 0 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Never 0 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Never 0 
12. If/when it hurts Never 0 
SUMMED RESPONSES   2 
MEAN SCORE OF ANSWERED RESPONSES   0.2 
TOTAL SCORE   4.2 
100 -TOTAL SCORE   95.8 

          

13 31-Oct-25 

1. In bed at night Never 0 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Never 0 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Never 0 
11. If/when it smells bad Never 0 
12. If/when it hurts Never 0 
SUMMED RESPONSES   3 
MEAN SCORE OF ANSWERED RESPONSES   0.3 
TOTAL SCORE   6.3 
100 -TOTAL SCORE   93.8 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-009 

1 02-Oct-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Mostly 4 
6. When dressing or undressing Mostly 4 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   48 
MEAN SCORE OF ANSWERED RESPONSES   4.0 
TOTAL SCORE   100.0 
100 -TOTAL SCORE   0.0 

          

2 17-Oct-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Seldom 2 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Seldom 2 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 



 
CONFIDENTIAL 02 March 2026 

Clinical Study Report Appendix (Post-Text Listing) Version 1.0 Page 141 of 187 
 

Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Never 0 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   33 
MEAN SCORE OF ANSWERED RESPONSES   2.8 
TOTAL SCORE   68.8 
100 -TOTAL SCORE   31.3 

          

13 12-Nov-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Almost never 1 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Sometimes 3 
11. If/when it smells bad Sometimes 3 
12. If/when it hurts Sometimes 3 
SUMMED RESPONSES   29 
MEAN SCORE OF ANSWERED RESPONSES   2.4 
TOTAL SCORE   60.4 
100 -TOTAL SCORE   39.6 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-010 

1 17-Oct-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Seldom 2 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Never 0 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   30 
MEAN SCORE OF ANSWERED RESPONSES   2.5 
TOTAL SCORE   62.5 
100 -TOTAL SCORE   37.5 

          

2 20-Oct-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Mostly 4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Sometimes 3 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   42 
MEAN SCORE OF ANSWERED RESPONSES   3.5 
TOTAL SCORE   87.5 
100 -TOTAL SCORE   12.5 

          

13 14-Nov-25 

1. In bed at night Mostly 4 
2. When sitting on a chair for more than 1 hour Mostly 4 
3. When you are walking for more than 15 mins Mostly 4 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Sometimes 3 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   43 
MEAN SCORE OF ANSWERED RESPONSES   3.6 
TOTAL SCORE   89.6 
100 -TOTAL SCORE   10.4 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-011 

1 23-Oct-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Almost never 1 
4. When taking a bath/shower Seldom 2 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Almost never 1 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Almost never 1 
10. When doing your favourite activity Almost never 1 
11. If/when it smells bad Almost never 1 
12. If/when it hurts Almost never 1 
SUMMED RESPONSES   14 
MEAN SCORE OF ANSWERED RESPONSES   1.2 
TOTAL SCORE   29.2 
100 -TOTAL SCORE   70.8 

          

2 07-Nov-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Almost never 1 
4. When taking a bath/shower Almost never 1 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Almost never 1 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Seldom 2 
9. When doing housework, working or preparing meals Almost never 1 
10. When doing your favourite activity Almost never 1 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Almost never 1 
12. If/when it hurts Almost never 1 
SUMMED RESPONSES   13 
MEAN SCORE OF ANSWERED RESPONSES   1.1 
TOTAL SCORE   27.1 
100 -TOTAL SCORE   72.9 

          

13 03-Dec-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Almost never 1 
4. When taking a bath/shower Almost never 1 
5. When travelling in a car or on public transport Never 0 
6. When dressing or undressing Almost never 1 
7. When getting up in the morning Almost never 1 
8. When standing for long periods Seldom 2 
9. When doing housework, working or preparing meals Seldom 2 
10. When doing your favourite activity Almost never 1 
11. If/when it smells bad Almost never 1 
12. If/when it hurts Seldom 2 
SUMMED RESPONSES   14 
MEAN SCORE OF ANSWERED RESPONSES   1.2 
TOTAL SCORE   29.2 
100 -TOTAL SCORE   70.8 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-012 

1 23-Oct-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Seldom 2 
9. When doing housework, working or preparing meals Never 0 
10. When doing your favourite activity Mostly 4 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Does not apply N/A 
SUMMED RESPONSES   20 
MEAN SCORE OF ANSWERED RESPONSES   2.0 
TOTAL SCORE   50.0 
100 -TOTAL SCORE   50.0 

          

2 07-Nov-25 

1. In bed at night Almost never 1 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Never 0 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Seldom 2 
10. When doing your favourite activity Sometimes 3 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Does not apply N/A 
SUMMED RESPONSES   24 
MEAN SCORE OF ANSWERED RESPONSES   2.4 
TOTAL SCORE   60.0 
100 -TOTAL SCORE   40.0 

          

13 N/A 

1. In bed at night     
2. When sitting on a chair for more than 1 hour     
3. When you are walking for more than 15 mins     
4. When taking a bath/shower     
5. When travelling in a car or on public transport     
6. When dressing or undressing     
7. When getting up in the morning     
8. When standing for long periods     
9. When doing housework, working or preparing meals     
10. When doing your favourite activity     
11. If/when it smells bad     
12. If/when it hurts     
SUMMED RESPONSES   N/A 
MEAN SCORE OF ANSWERED RESPONSES   N/A 
TOTAL SCORE   N/A 
100 -TOTAL SCORE   N/A 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-013 

1 14-Nov-25 

1. In bed at night Seldom 2 
2. When sitting on a chair for more than 1 hour Almost never 1 
3. When you are walking for more than 15 mins Does not apply N/A 
4. When taking a bath/shower Does not apply N/A 
5. When travelling in a car or on public transport Almost never 1 
6. When dressing or undressing Never 0 
7. When getting up in the morning Never 0 
8. When standing for long periods Does not apply N/A 
9. When doing housework, working or preparing meals Does not apply N/A 
10. When doing your favourite activity Does not apply N/A 
11. If/when it smells bad Never 1 
12. If/when it hurts Sometimes 2 
SUMMED RESPONSES   7 
MEAN SCORE OF ANSWERED RESPONSES   N/A 
TOTAL SCORE   N/A 
100 -TOTAL SCORE   N/A 

          

2 21-Nov-25 

1. In bed at night Seldom 2 
2. When sitting on a chair for more than 1 hour Seldom 2 
3. When you are walking for more than 15 mins Does not apply N/A 
4. When taking a bath/shower Does not apply N/A 
5. When travelling in a car or on public transport Seldom 2 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Seldom 2 
8. When standing for long periods Does not apply N/A 
9. When doing housework, working or preparing meals Does not apply N/A 
10. When doing your favourite activity Almost never 1 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Does not apply N/A 
SUMMED RESPONSES   11 
MEAN SCORE OF ANSWERED RESPONSES   N/A 
TOTAL SCORE   N/A 
100 -TOTAL SCORE   N/A 

          

13 17-Dec-25 

1. In bed at night Seldom 2 
2. When sitting on a chair for more than 1 hour Never 0 
3. When you are walking for more than 15 mins Does not apply N/A 
4. When taking a bath/shower Does not apply N/A 
5. When travelling in a car or on public transport Seldom 2 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Seldom 2 
8. When standing for long periods Does not apply N/A 
9. When doing housework, working or preparing meals Does not apply N/A 
10. When doing your favourite activity Does not apply N/A 
11. If/when it smells bad Does not apply N/A 
12. If/when it hurts Seldom 2 
SUMMED RESPONSES   10 
MEAN SCORE OF ANSWERED RESPONSES   N/A 
TOTAL SCORE   N/A 
100 -TOTAL SCORE   N/A 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

01-014 

1 11-Nov-25 

1. In bed at night Seldom 2 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Seldom 2 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Sometimes 3 
9. When doing housework, working or preparing meals Sometimes 3 
10. When doing your favourite activity Sometimes 3 
11. If/when it smells bad Mostly 4 
12. If/when it hurts Sometimes 3 
SUMMED RESPONSES   36 
MEAN SCORE OF ANSWERED RESPONSES   3.0 
TOTAL SCORE   75.0 
100 -TOTAL SCORE   25.0 

          

2 21-Nov-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Does not apply N/A 
4. When taking a bath/shower Mostly 4 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Sometimes 3 
7. When getting up in the morning Sometimes 3 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Sometimes 3 
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Subject 
Number Visit Number Date Wound QOL 

Completed Question.  Are you aware of your wound…. Observation Score 

11. If/when it smells bad Mostly 4 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   38 
MEAN SCORE OF ANSWERED RESPONSES   3.5 
TOTAL SCORE   86.4 
100 -TOTAL SCORE   13.6 

          

13 17-Dec-25 

1. In bed at night Sometimes 3 
2. When sitting on a chair for more than 1 hour Sometimes 3 
3. When you are walking for more than 15 mins Does not apply N/A 
4. When taking a bath/shower Sometimes 3 
5. When travelling in a car or on public transport Sometimes 3 
6. When dressing or undressing Seldom 2 
7. When getting up in the morning Mostly 4 
8. When standing for long periods Mostly 4 
9. When doing housework, working or preparing meals Mostly 4 
10. When doing your favourite activity Sometimes 3 
11. If/when it smells bad Sometimes 3 
12. If/when it hurts Mostly 4 
SUMMED RESPONSES   36 
MEAN SCORE OF ANSWERED RESPONSES   3.3 
TOTAL SCORE   81.8 
100 -TOTAL SCORE   18.2 
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Listing 16.2.6.9: Twelve Week Clinical Notes Review [ITT Population] 
 

Subject Number 12-Week Outcome  

01-001 (AV-1938) Withdrawn - Data Not available 
01-002 (RP-1985) Not healed 
01-003 (RG-1939) Not healed 
01-004 (GC-1984) Not healed 
01-005 (DH-1947) Not healed 
01-007 (HG-1960) Not healed 
01-008 (GB-1961) Not healed 

01-009 (PP-1950-1) Not healed 
01-010 (DH-1947-1) Completely Healed 
01-011 (TD-1979) Not healed 
01-012 (JW-1979) Withdrawn - Data not available 
01-013 (RF-1959) Not healed 
01-014 (AB-1967) Not healed 
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Listing 16.2.6.10.: Independent Reader Assessment of Readiness to Graft [ITT Population] 
Subject Number Visit Reference Based on the assessment of the image at 

this visit…Could the wound be grafted? Comments 

01-001 

V1 (Screening) No - 
V2 (Baseline) No - 

V3  No - 
V4 No - 
V5  No At this visit, reduction in wound size precludes grafting 
V6 No Wound size worsens 
V7 No  

 

01-002 

V1 (Screening) No  
V2 (Baseline) No  

V3 No Good epithelialization compared to previous visit 
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 Yes Reflection on image, but appears as if slough is mostly gone except little at distal edge. 
V10 No  
V11 No  

    

01-003 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No  
V10 No  
V11 No  

 
   

01-004 V1 (Screening) No  
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Subject Number Visit Reference Based on the assessment of the image at 
this visit…Could the wound be grafted? Comments 

V2 (Baseline) No  
V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No 75% Ready 
V9 No  
V10 No  
V11 No Mostly healed 

 

01-005 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No  
V10 No  
V11 No  

 

01-006 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No 50% ready 
V7 No  
V8 No  
V9 No  
V10 No  
V11 No  

01-007 V1 (Screening) No Significant wound edge and periwound erosions suggesting high exudate (no hydrogel) 
V2 (Baseline) No Significant wound edge and periwound erosions suggesting high exudate (no hydrogel) 
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Subject Number Visit Reference Based on the assessment of the image at 
this visit…Could the wound be grafted? Comments 

V3 No  
V4 No Significant wound edge and periwound erosions suggesting high exudate  
V5 No Significant wound edge and periwound erosions suggesting high exudate  
V6 No  
V7 No  
V8 No  
V9 No Significant wound edge and periwound erosions suggesting high exudate  
V10 No Significant wound edge and periwound erosions suggesting high exudate 
V11 No Significant wound edge and periwound erosions suggesting high exudate 
V12 No Significant wound edge and periwound erosions suggesting high exudate 
V13 No Significant wound edge and periwound erosions suggesting high exudate  

 

01-008 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No  
V10 No  
V11 No  
V12 No  
V13 No A lot of glare on image 

    

01-009 

V1 (Screening) No  
V2 (Baseline) No  

V3 No A lot of glare on image 
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No  
V10 No  
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Subject Number Visit Reference Based on the assessment of the image at 
this visit…Could the wound be grafted? Comments 

V11 No  
V12 No  
V13 No  

 

01-010 

V1 (Screening) No  
V2 (Baseline) No  

V3 No Some crusting gone revealing wound likely smaller at baseline.  Also wound small 
V4 No Small wound 

V5 No Small wound.  In this visit wound split into 2 segments. Proximal one is ready, but overall 
not ready and small size. 

V6 No Small wound.  In this visit wound split into 2 segments. Proximal one is ready, but overall 
not ready and small size. 

V7 No Small wound.  In this visit wound split into 2 segments. Proximal one is ready, but overall 
not ready and small size. 

V8 No Nearly healed 
V9 No  
V10 No Nearly healed. Very small wound bed 
V11 No  
V12 No Nearly healed. Very small wound bed 
V13 No Only pinpoint areas of wound bed left. 

    

01-011 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No  
V10 No  

V11 No / Yes There is glare so difficult to assess if its just wet slough that lost yellowish hue or its true pink 
granulation 

V12 No A lot of glare 
V13 No A lot of glare 
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Subject Number Visit Reference Based on the assessment of the image at 
this visit…Could the wound be grafted? Comments 

01-012 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  

 

01-013 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No 50% ready 
V10 No 60% ready 
V11 Yes  
V12 Yes  
V13 Yes  

    

01-014 

V1 (Screening) No  
V2 (Baseline) No  

V3 No  
V4 No  
V5 No  
V6 No  
V7 No  
V8 No  
V9 No Green slough 
V10 No  
V11 No  
V12 No Significant healing compared to last visit. 
V13 No  
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Listing 16.2.7.1: Adverse Events [Safety Population] 

Subject 
Number 

AE 
Numbe

r 

Treatment 
Emergent

? 

Serious (Reason) Reported Term 
Start Date End Date Severity 

Relationshi
p to Study 
Treatment 

Action Taken with study 
treatment 

       MedDRA Preferred Term 

01-001 

1 No No 
Microcytic anaemia 

18-Mar-25 04-Apr-25 Mild Unrelated None. In screening 
period. ….Microcytic anaemia 

         

2 No No 
Discomfort in right groin 

11-Mar-25 Ongoing Mild Unrelated None 
….Musculoskeletal discomfort 

         

3 Yes No 
New wound - outer right shin 

26-Mar-25 11-Apr-25 Mild Unrelated None 
….Skin wound 

         

4 No No 
Nosebleed 

19-Mar-25 30-Apr-25 Mild Unrelated None 
….Epistaxis 

         

5 Yes Yes  
(Hospitalisation) 

Viral meningitis 
06-Apr-25 26-Apr-25 Moderat

e Unrelated Withdrawn at Visit 7 
….Meningitis viral 

    
 

     

01-003 

1 Yes No 
Maceration of the periwound 
skin 28-May-

25 Ongoing Mild Unlikely None 
….Skin maceration 

         

2 Yes No 
Right joint instability 19-May-

25 Ongoing Moderat
e Unrelated None 

….Joint instability 

    
 

     

01-007 1 Yes No 
Pain after gel applied 

22-Sep-25 29-Sep-25 Moderat
e Possible Monitoring of pain only. 

….Application site pain 

    
 

     
01-010 1 Yes No Infection of the leg ulcer 12-Nov-25 Ongoing Unlikely None 
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Subject 
Number 

AE 
Numbe

r 

Treatment 
Emergent

? 

Serious (Reason) Reported Term 
Start Date End Date Severity 

Relationshi
p to Study 
Treatment 

Action Taken with study 
treatment 

       MedDRA Preferred Term 

   Wound infection Moderat
e 

    
 

     

01-012 1 Yes No 
Discomfort with UrgoK2 

12-Nov-25 12-Nov-
25 

Moderat
e Unrelated Voluntarily Withdrawn 

….Discomfort 

    
 

     

01-013 1 Yes No 
Infection of the leg ulcer 

17-Dec-25 Ongoing Mild Unrelated None 
….Wound infection 

    
 

     

01-014 

1 Yes No 
Leg Ulcer Infection 22-Nov-25 03-Dec-25 Moderat

e Unrelated None 

Wound infection      
         

2 Yes No 
Leg Ulcer Infection 15-Dec-25 Ongoing Mild Unrelated None 

Wound infection      
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Listing 16.2.7.2: Local Tolerability [Safety Population] 

Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

01-001 

1 11-Mar-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 24-Mar-25 Mild (1) None (0) Moderate (2) None (0) Absent (0) Absent (0) 

3 26-Mar-25 Mild (1) None (0) None (0) None (0) Absent (0) Absent (0) 
4 28-Mar-25 Mild (1) None (0) None (0) None (0) Absent (0) Absent (0) 
5 31-Mar-25 Mild (1) None (0) None (0) None (0) Absent (0) Absent (0) 
6 02-Apr-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 04-Apr-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

8 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

         

01-002 

1 08-Apr-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 22-Apr-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 

3 23-Apr-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
4 25-Apr-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
5 28-Apr-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
6 30-Apr-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
7 02-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
8 06-May-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
9 08-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
10 12-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 

11 (LOCF) - None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
12 (LOCF) - None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

13 16-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
         

01-003 

1 07-May-25 N/A N/A N/A N/A N/A N/A 
2 (baseline) 19-May-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 

3 21-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
4 23-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
5 27-May-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
6 28-May-25 None (0) None (0) Moderate (2) None(0) Absent (0) Absent (0) 
7 30-May-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
8 02-Jun-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
9 04-Jun-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
10 06-Jun-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 

11 (LOCF) - None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
12 (LOCF) - None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 

13 13-Jun-25 None (0) None (0) Mild (1) None(0) Absent (0) Absent (0) 
         

01-004 

1 27-May-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 09-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 11-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 13-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 16-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 18-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 20-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 23-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 25-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 27-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

11 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

12 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 07-Jul-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

         

01-005 

1 02-Jun-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 16-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 18-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 20-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 23-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 25-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 27-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 30-Jun-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 02-Jul-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 04-Jul-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

11 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

13 11-Jul-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
         

01-006 

1 12-Aug-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 26-Aug-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 27-Aug-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 29-Aug-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 01-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 03-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 05-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 08-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 10-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 12-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

11 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 (LOCF) - None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

13 19-Sep-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
         

01-007 

1 08-Sep-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 22-Sep-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 

3 24-Sep-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
4 26-Sep-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
5 29-Sep-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
6 01-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
7 03-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
8 06-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
9 08-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
10 10-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
11 13-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
12 15-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 
13 17-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 

         

01-008 

1 22-Sep-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 06-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 

3 08-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 10-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 13-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 15-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 17-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 20-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 22-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

10 24-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 27-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 29-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 31-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

         

01-009 

1 02-Oct-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 17-Oct-25 None (0) None (0) Moderate (2) None (0) Absent (0) Absent (0) 

3 20-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 22-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 24-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 27-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 29-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 31-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 03-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 05-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 07-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 10-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 12-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

         

01-010 

1 17-Oct-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 20-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 22-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 24-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 27-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 29-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 31-Oct-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 03-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

9 05-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 07-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 10-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 12-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 14-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 

         

01-011 

1 23-Oct-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 07-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 10-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 12-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 14-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 17-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 19-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 21-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 24-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 26-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 28-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 01-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 03-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

         

01-012 

1 23-Oct-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 07-Nov-25 None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 

3 10-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 12-Nov-25 None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 

5 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
6 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
7 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

8 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
9 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
10 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
11 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
12 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 
13 (LOCF) - None (0) Mild (1) Mild (1) None (0) Absent (0) Absent (0) 

         

01-013 

1 14-Nov-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 21-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 24-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
4 26-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
5 29-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
6 01-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
7 03-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 05-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 08-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 10-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 12-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 15-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
13 17-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 

         

01-014 

1 11-Nov-25 N/A N/A N/A N/A N/A N/A 
2 (Baseline) 21-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 

3 24-Nov-25 None (0) None (0) Moderate (2) None (0) Absent (0) Present (1) 
4 26-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 
5 28-Nov-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 
6 01-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 
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Subject Number Visit Date of 
Assessment Erythema (Score) Oedema 

(Score) 
Exudate 
(Score) 

Induration 
(Score) 

Bleeding 
(Score) 

Infection 
(Score) 

7 03-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
8 05-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
9 08-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
10 10-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
11 12-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Absent (0) 
12 15-Dec-25 None (0) None (0) Mild (1) None (0) Absent (0) Present (1) 
13 17-Dec-25 None (0) None (0) None (0) None (0) Absent (0) Present (1) 
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Listing 16.2.7.3: Pain Assessments [Safety Population] 

Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

01-001 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 5 -1 0 
15-30 mins after dosing  4 -1 

3 Before Dressings Removed  2 -1 -3 
15-30 mins after dosing 1 -4 

4 Before Dressings Removed  5 -3 0 
15-30 mins after dosing 2 -3 

5 Before Dressings Removed  3 1 -2 
15-30 mins after dosing 4 -1 

6 Before Dressings Removed  5 -3 0 
15-30 mins after dosing 2 -3 

7 Before Dressings Removed  4 -2 -1 
15-30 mins after dosing 2 -3 

      

01-002 

1 Screening 7 - - 

2 Before Dressings Removed (Baseline) 4 0 0 
15-30 mins after dosing  4 0 

3 Before Dressings Removed  3 -1 -1 
15-30 mins after dosing 2 -2 

4 Before Dressings Removed  3 0 -1 
15-30 mins after dosing 3 -1 

5 Before Dressings Removed  4 -1 0 
15-30 mins after dosing 3 -1 

6 Before Dressings Removed  3 -1 -1 
15-30 mins after dosing 2 -2 

7 Before Dressings Removed  2 0 -2 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 2 -2 

8 Before Dressings Removed  2 0 -2 
15-30 mins after dosing 2 -2 

9 Before Dressings Removed  2 0 -2 
15-30 mins after dosing 2 -2 

10 Before Dressings Removed  2 0 -2 
15-30 mins after dosing 2 -2 

11 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

12 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

13 Before Dressings Removed  2 N/A -2 
  

    

01-003 

1 Screening 0 - - 

2 Before Dressings Removed (Baseline) 0 0 0 
15-30 mins after dosing  0 0 

3 Before Dressings Removed  1 -1 1 
15-30 mins after dosing 0 0 

4 Before Dressings Removed  2 -2 2 
15-30 mins after dosing 0 0 

5 Before Dressings Removed  3 -3 3 
15-30 mins after dosing 0 0 

6 Before Dressings Removed  5 -5 5 
15-30 mins after dosing 0 0 

7 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

8 Before Dressings Removed  1 -1 1 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 0 0 

9 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

10 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

11 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

12 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

13 Before Dressings Removed  1 N/A 1 
  

    

01-004 

1 Screening 0 - - 

2 Before Dressings Removed (Baseline) 4 -4 0 
15-30 mins after dosing  0 -4 

3 Before Dressings Removed  0 0 -4 
15-30 mins after dosing 0 -4 

4 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

5 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

6 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

7 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

8 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

9 Before Dressings Removed  1 -1 -3 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 0 -4 

10 Before Dressings Removed  1 -1 -3 
15-30 mins after dosing 0 -4 

11 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

12 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

13 Before Dressings Removed  1 N/A -3 
 

     

01-005 

1 Screening 5 - - 

2 Before Dressings Removed (Baseline) 2 -1 0 
15-30 mins after dosing  1 -1 

3 Before Dressings Removed  1 0 -1 
15-30 mins after dosing 1 -1 

4 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

5 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

6 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

7 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

8 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

9 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

10 Before Dressings Removed  0 0 -2 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 0 -2 

11 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

12 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

13 Before Dressings Removed  0 N/A -2 
  

    

01-006 

1 Screening 6 - - 

2 Before Dressings Removed (Baseline) 7 -2 0 
15-30 mins after dosing  5 -2 

3 Before Dressings Removed  5 -2 -2 
15-30 mins after dosing 3 -4 

4 Before Dressings Removed  7 -2 0 
15-30 mins after dosing 5 -2 

5 Before Dressings Removed  5 -2 -2 
15-30 mins after dosing 3 -4 

6 Before Dressings Removed  7 -2 0 
15-30 mins after dosing 5 -2 

7 Before Dressings Removed  3 -1 -4 
15-30 mins after dosing 2 -5 

8 Before Dressings Removed  4 -1 -3 
15-30 mins after dosing 3 -4 

9 Before Dressings Removed  6 0 -1 
15-30 mins after dosing 6 -1 

10 Before Dressings Removed  3 -1 -4 
15-30 mins after dosing 2 -5 

11 Before Dressings Removed  N/A N/A N/A 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 

12 Before Dressings Removed  N/A N/A N/A 
15-30 mins after dosing 

13 Before Dressings Removed  3 N/A -4 

      

01-007 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 5 4 0 
15-30 mins after dosing  9 4 

3 Before Dressings Removed  5 -2 0 
15-30 mins after dosing 3 -2 

4 Before Dressings Removed  4 -1 -1 
15-30 mins after dosing 3 -2 

5 Before Dressings Removed  2 2 -3 
15-30 mins after dosing 4 -1 

6 Before Dressings Removed  2 2 -3 
15-30 mins after dosing 4 -1 

7 Before Dressings Removed  0 2 -5 
15-30 mins after dosing 2 -3 

8 Before Dressings Removed  0 2 -5 
15-30 mins after dosing 2 -3 

9 Before Dressings Removed  0 2 -5 
15-30 mins after dosing 2 -3 

10 Before Dressings Removed  0 2 -5 
15-30 mins after dosing 2 -3 

11 Before Dressings Removed  1 1 
-4 

15-30 mins after dosing 2 -3 
12 Before Dressings Removed  0 1 -5 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 1 -4 
13 Before Dressings Removed  0 N/A -5 

      

01-008 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 2 1 0 
15-30 mins after dosing  3 1 

3 Before Dressings Removed  3 0 1 
15-30 mins after dosing 3 1 

4 Before Dressings Removed  3 0 1 
15-30 mins after dosing 3 1 

5 Before Dressings Removed  1 1 -1 
15-30 mins after dosing 2 0 

6 Before Dressings Removed  3 0 1 
15-30 mins after dosing 3 1 

7 Before Dressings Removed  2 1 0 
15-30 mins after dosing 3 1 

8 Before Dressings Removed  0 1 -2 
15-30 mins after dosing 1 -1 

9 Before Dressings Removed  1 0 -1 
15-30 mins after dosing 1 -1 

10 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

11 Before Dressings Removed  0 0 
-2 

15-30 mins after dosing 0 -2 

12 Before Dressings Removed  0 0 
-2 

15-30 mins after dosing 0 -2 
13 Before Dressings Removed  0 N/A -2 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

01-009 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 5 -2 0 
15-30 mins after dosing  3 -2 

3 Before Dressings Removed  3 -1 -2 
15-30 mins after dosing 2 -3 

4 Before Dressings Removed  3 0 -2 
15-30 mins after dosing 3 -2 

5 Before Dressings Removed  3 -1 -2 
15-30 mins after dosing 2 -3 

6 Before Dressings Removed  2 0 -3 
15-30 mins after dosing 2 -3 

7 Before Dressings Removed  0 0 -5 
15-30 mins after dosing 0 -5 

8 Before Dressings Removed  1 0 0 
15-30 mins after dosing 1 -4 

9 Before Dressings Removed  1 0 -4 
15-30 mins after dosing 1 -4 

10 Before Dressings Removed  3 -1 -2 
15-30 mins after dosing 2 -3 

11 Before Dressings Removed  2 0 
-3 

15-30 mins after dosing 2 -3 

12 Before Dressings Removed  2 -1 
-3 

15-30 mins after dosing 1 -4 
13 Before Dressings Removed  1 N/A -4 

      

01-010 
1 Screening 3 - - 
2 Before Dressings Removed (Baseline) 0 0 0 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing  0 0 

3 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

4 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

5 Before Dressings Removed  1 -1 1 
15-30 mins after dosing 0 0 

6 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

7 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

8 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

9 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 0 

10 Before Dressings Removed  1 -1 1 
15-30 mins after dosing 0 0 

11 Before Dressings Removed  0 0 
0 

15-30 mins after dosing 0 0 

12 Before Dressings Removed  0 0 
0 

15-30 mins after dosing 0 0 
13 Before Dressings Removed  0 N/A 0 

      

01-011 

1 Screening 0 - - 

2 Before Dressings Removed (Baseline) 1 0 0 
15-30 mins after dosing  1 0 

3 Before Dressings Removed  0 0 -1 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 0 -1 

4 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

5 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

6 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

7 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

8 Before Dressings Removed  0 0 0 
15-30 mins after dosing 0 -1 

9 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

10 Before Dressings Removed  2 -1 1 
15-30 mins after dosing 1 0 

11 Before Dressings Removed  1 -1 
0 

15-30 mins after dosing 0 -1 

12 Before Dressings Removed  2 -1 
1 

15-30 mins after dosing 1 0 
13 Before Dressings Removed  2 N/A 1 

      

01-012 

1 Screening 0 - - 

2 Before Dressings Removed (Baseline) 2 -1 0 
15-30 mins after dosing  1 -1 

3 Before Dressings Removed  0 0 -2 
15-30 mins after dosing 0 -2 

4 Before Dressings Removed  0 0 -2 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

15-30 mins after dosing 0 -2 

      

01-013 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 1 -1 0 
15-30 mins after dosing  0 -1 

3 Before Dressings Removed  2 -1 1 
15-30 mins after dosing 1 0 

4 Before Dressings Removed  1 0 0 
15-30 mins after dosing 1 0 

5 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

6 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

7 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

8 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

9 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

10 Before Dressings Removed  0 0 -1 
15-30 mins after dosing 0 -1 

11 Before Dressings Removed  0 0 
-1 

15-30 mins after dosing 0 -1 

12 Before Dressings Removed  0 0 
-1 

15-30 mins after dosing 0 -1 
13 Before Dressings Removed  0 N/A -1 
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Subject Number Visit Timepoint Pain Score (NRS)  Change Within 
Study Visit 

Change from 
Baseline 

01-014 

1 Screening 1 - - 

2 Before Dressings Removed (Baseline) 3 -1 0 
15-30 mins after dosing  2 -1 

3 Before Dressings Removed  2 0 -1 
15-30 mins after dosing 2 -1 

4 Before Dressings Removed  4 -2 1 
15-30 mins after dosing 2 -1 

5 Before Dressings Removed  3 -1 0 
15-30 mins after dosing 2 -1 

6 Before Dressings Removed  2 0 -1 
15-30 mins after dosing 2 -1 

7 Before Dressings Removed  2 -1 -1 
15-30 mins after dosing 1 -2 

8 Before Dressings Removed  3 -1 2 
15-30 mins after dosing 2 -1 

9 Before Dressings Removed  3 0 0 
15-30 mins after dosing 3 0 

10 Before Dressings Removed  3 -1 0 
15-30 mins after dosing 2 -1 

11 Before Dressings Removed  4 -2 
1 

15-30 mins after dosing 2 -1 

12 Before Dressings Removed  4 -2 
1 

15-30 mins after dosing 2 -1 
13 Before Dressings Removed  4 N/A 1 
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Listing 16.2.8.1: Vital Signs [Safety Population] 
 

Subject 
Number Visit Date of 

Assessment 
Assessment 

Time 

Blood 
pressure 
Recorded 

In 

Systolic Blood 
Pressure (mm/Hg) 

Diastolic Blood 
Pressure (mm/Hg) Resting Pulse 

Rate Position 
Pulse Rate (Beats/min) Temperature (°C) 

Observed Change Observed Change Observed Change Observed Change 

01-001 
1 11-Mar-25 11:20 AM Left Arm 171 - 72 - Sitting Upright 60 - 36.0 - 

2 (Baseline) 24-Mar-25 11:20 AM Left Arm 167 - 77 - Sitting Upright 58 - 37.0 - 
13 (LOCF) - - - 167 0 77 0 - 58 0 37.0 0.0 

              

01-002 
1 08-Apr-25 11:20 AM Left Arm 126 - 78 - Sitting Upright 85 - 37.0 - 

2 (Baseline) 22-Apr-25 10:50 AM Left Arm 106 - 82 - Sitting Upright 80 - 37.0 - 
13 16-May-25 3:46 PM Left Arm 116 10 74 -8 Sitting Upright 81 1 37.0 0.0 

              

01-003 
1 07-May-25 3:30 PM Right Arm 131 - 71 - Sitting Upright 75 - 37.0 - 

2 (baseline) 19-May-25 3:30 PM Right Arm 145 - 64 - Sitting Upright 55 - 37.0 - 
13 13-Jun-25 10:31 AM Right Arm 135 -10 76 12 Sitting Upright 71 16 36.7 -0.3 

              

01-004 
1 27-May-25 11:10 AM Left Arm 127 - 96 - Sitting Upright 82 - 36.5 - 

2 (Baseline) 09-Jun-25 9:57 AM Right Arm 117 - 87 - Sitting Upright 61 - 36.4 - 
13 07-Jul-25 8:15 AM Right Arm 128 11 74 -13 Sitting Upright 66 5 36.7 0.3 

              

01-005 
1 02-Jun-25 5:03 PM Right Arm 169 - 87 - Reclining to 45° 75 - 36.1 - 

2 (Baseline) 16-Jun-25 2:35 PM Right Arm 145 - 75 - Sitting Upright 77 - 36.4 - 
13 11-Jul-25 12:35 PM Right Arm 137 -8 79 4 Sitting Upright 60 -17 36.7 0.3 

              

01-006 
1 12-Aug-25 8:30 AM Right Arm 129 - 76 - Sitting Upright 60 - 36.5 - 

2 (Baseline) 26-Aug-25 9:12 AM Right Arm 137 - 98 - Sitting Upright 83 - 36.4 - 
13 19-Sep-25 9:05 AM Left Arm 118 -19 93 -5 Sitting Upright 115 32 36.3 -0.1 
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Subject 
Number Visit Date of 

Assessment 
Assessment 

Time 

Blood 
pressure 
Recorded 

In 

Systolic Blood 
Pressure (mm/Hg) 

Diastolic Blood 
Pressure (mm/Hg) Resting Pulse 

Rate Position 
Pulse Rate (Beats/min) Temperature (°C) 

Observed Change Observed Change Observed Change Observed Change 

01-007 
1 08-Sep-25 3:00 PM Right Arm 136 - 85 - Sitting Upright 63 - 36.7 - 

2 (Baseline) 22-Sep-25 4:04 PM Right Arm 145 - 92 - Sitting Upright 60 - 36.7 - 
13 17-Oct-25 5:22 PM Right Arm 138 -7 72 -20 Sitting Upright 60 0 36.9 0.2 

              

01-008 
1 22-Sep-25 11:32 AM Right Arm 136 - 85 - Sitting Upright 63 - 36.7 - 

2 (Baseline) 06-Oct-25 10:30 AM Left Arm 161 - 85 - Sitting Upright 85 - 36.2 - 
13 31-Oct-25 11:32 AM Right Arm 166 5 85 0 Sitting Upright 85 0 36.3 0.1 

              

01-009 
1 02-Oct-25 2:15 PM Right Arm 137 - 76 - Sitting Upright 64 - 36.5 - 

2 (Baseline) 17-Oct-25 3:10 PM Left Arm 175 - 81 - Sitting Upright 71 - 36.2 - 
13 12-Nov-25 1:45 PM Right Arm 156 -19 85 4 Sitting Upright 72 1 36.8 0.6 

              

01-010 
1 17-Oct-25 1:12 PM Right Arm 129 - 76 - Sitting Upright 60 - 36.5 - 

2 (Baseline) 20-Oct-25 1:20 PM Left Arm 138 - 76 - Sitting Upright 70 - 36.4 - 
13 14-Nov-25 1:00 PM Right Arm 136 -2 72 -4 Sitting Upright 68 -2 36.5 0.1 

              

01-011 
1 23-Oct-25 1:55 PM Right Arm 115 - 70 - Sitting Upright 78 - 36.9 - 

2 (Baseline) 07-Nov-25 10:12 AM Left Arm 126 - 59 - Sitting Upright 83 - 36.2 - 
13 03-Dec-25 12:05 PM Left Arm 126 0 68 9 Sitting Upright 75 -8 36.3 0.1 

              

01-012 
1 23-Oct-25 2:45 PM Right Arm 161 - 75 - Sitting Upright 56 - 36.5 - 

2 (Baseline) 07-Nov-25 11:43 AM Right Arm 148 - 78 - Sitting Upright 70 - 36.6 - 
13 (LOCF) - - - 148 0 78 0 - 70 0 36.6 0.0 

              

01-013 1 14-Nov-25 9:12 AM Right Arm 135 - 72 - Sitting Upright 61 - 36.8 - 
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Subject 
Number Visit Date of 

Assessment 
Assessment 

Time 

Blood 
pressure 
Recorded 

In 

Systolic Blood 
Pressure (mm/Hg) 

Diastolic Blood 
Pressure (mm/Hg) Resting Pulse 

Rate Position 
Pulse Rate (Beats/min) Temperature (°C) 

Observed Change Observed Change Observed Change Observed Change 

2 (Baseline) 21-Nov-25 11:15 AM Right Arm 132 - 72 - Sitting Upright 56 - 36.6 - 
13 17-Dec-25 10:32 AM Right Arm 128 -4 75 3 Sitting Upright 65 9 36.6 0.0 

              

01-014 
1 11-Nov-25 12:15 PM Right Arm 127 - 73 - Sitting Upright 74 - 36.7 - 

2 (Baseline) 21-Nov-25 12:36 PM Left Arm 116 - 73 - Sitting Upright 87 - 36.2 - 
13 17-Dec-25 12:42 PM Right Arm 142 26 85 12 Sitting Upright 66 -21 36.7   
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Listing 16.2.8.2: Physical Examination [Safety Population] 

Subject 
Number 

Visit 
Number 

Date of 
Physical 

Examinati
on 

Cardiovascular 
Findings 

Respiratory 
Findings 

Gastrointestinal 
Findings 

Musculoskeletal 
Findings 

Neurological 
System Findings 

Dermatological 
Findings 

Lymphatic 
System Findings 

01-001 

1 11-Mar-25 None None None None None None None 

2 24-Mar-25 None None None Musculoskeletal 
discomfort None None None 

13 - - - - - - - - 
   

       

01-002 
1 08-Apr-25 None None None None None None None 
2 22-Apr-25 None None None None None None None 
13 16-May-25 None None None None None None None 

   
       

01-003 

1 07-May-25 None None None None None None None 

2 19-May-25 None None None Kneecap 
weakness None None None 

13 13-Jun025 None None None None None None None 
          

01-004 
1 27-May-25 None None None None None None None 
2 09-Jun-25 None Asthma None None None None None 
13 07-Jul-25 None None None None None None None 

          

01-005 
1 02-Jun-25 None None None None None None None 
2 16-Jun-25 None None None None None None None 
13 11-Jul-25 None None None None None None None 

          

01-006 
1 12-Aug-25 None None None None None None None 
2 26-Aug-25 None None None None None None None 
13 19-Sep-25 None None None None None None None 
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Subject 
Number 

Visit 
Number 

Date of 
Physical 

Examinati
on 

Cardiovascular 
Findings 

Respiratory 
Findings 

Gastrointestinal 
Findings 

Musculoskeletal 
Findings 

Neurological 
System Findings 

Dermatological 
Findings 

Lymphatic 
System Findings 

01-007 

1 08-Sep-25 Hypertension 
(mild/moderate) None Crohn's Disease 

Fracture 
None None None 

Osteoporosis 

2 22-Sep-25 Hypertension 
(mild/moderate) None Crohn's Disease 

Fracture 
None None None 

Osteoporosis 

13 17-Oct-25 Hypertension 
(mild/moderate) None Crohn's Disease 

Fracture 
None None None 

Osteoporosis 
          

01-008 

1 22-Sep-25 Hypertension 
(mild/moderate) 

Chronic 
Obstructive 
Pulmonary 
Disorder 

None None None None None 

2 06-Oct-25 Hypertension 
(mild/moderate) 

Chronic 
Obstructive 
Pulmonary 
Disorder 

None None None None None 

13 31-Oct-25 Hypertension 
(mild/moderate) 

Chronic 
Obstructive 
Pulmonary 
Disorder 

None None None None None 

          

01-009 

1 02-Oct-25 Hypertension 
(mild/moderate) None Gastritis None None None None 

2 17-Oct-25 Hypertension 
(mild/moderate) None None None None None None 

13 12-Nov-25 Hypertension 
(mild/moderate) None Gastritis None None None None 

          

01-010 

1 17-Oct-25 None None None None None None None 

2 20-Oct-25 Hypertension 
(mild/moderate) None None None None None None 

13 14-Nov-25 Hypertension 
(mild/moderate) None None None None None None 
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Subject 
Number 

Visit 
Number 

Date of 
Physical 

Examinati
on 

Cardiovascular 
Findings 

Respiratory 
Findings 

Gastrointestinal 
Findings 

Musculoskeletal 
Findings 

Neurological 
System Findings 

Dermatological 
Findings 

Lymphatic 
System Findings 

01-011 

1 23-Oct-25 Hypertension 
(mild/moderate) 

Sleep Apnea 
syndrome None None None None None 

2 07-Nov-25 Hypertension 
(mild/moderate) 

Sleep Apnea 
syndrome None None None None None 

13 03-Dec-25 Hypertension 
(mild/moderate) 

Sleep Apnea 
syndrome None None None None Lymphadenopath

y 
   

       

01-012 

1 23-Oct-25 

Hypertension 
(mild/moderate) Asthma 

None None None None Lymphadenopath
y Atrial flutter 

Chronic 
Obstructive 
Pulmonary 
Disorder 

2 07-Nov-25 

Hypertension 
(mild/moderate) Asthma 

None None None None Lymphadenopath
y Atrial flutter 

Chronic 
Obstructive 
Pulmonary 
Disorder 

13 - - - - - - - - 
   

       

01-013 

1 14-Nov-25 Hypertension 
(mild/moderate) None Gastroesophageal 

Reflux Disease None Multiple 
Sclerosis None None 

2 21-Nov-25 Hypertension 
(mild/moderate) None Gastroesophageal 

Reflux Disease None Leukoencephalop
athy None None 

13 17-Dec-25 None None None None None None None 
   

       
01-014 1 11-Nov-25 Hypertension 

(mild/moderate) None None None None None Joint Swelling 
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Subject 
Number 

Visit 
Number 

Date of 
Physical 

Examinati
on 

Cardiovascular 
Findings 

Respiratory 
Findings 

Gastrointestinal 
Findings 

Musculoskeletal 
Findings 

Neurological 
System Findings 

Dermatological 
Findings 

Lymphatic 
System Findings 

2 21-Nov-25 Hypertension 
(mild/moderate) None None None None None Joint Swelling 

13 17-Dec-25 None None None None None None None 
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Listing 16.2.8.3: Pregnancy Test [Safety Population] 

Subject Number Visit Was a Pregnancy 
Test Performed? If No, reason pregnancy test not performed Type of test Date of 

pregnancy test Result 

01-001 2 No Patient is post-menopausal  N/A N/A N/A 
01-002 2 Yes - Urine 10-Apr-25 Negative 
01-003 2 No Patient is male N/A N/A N/A 
01-004 2 No Patient is male N/A N/A N/A 
01-005 2 No Patient is male N/A N/A N/A 
01-006 2 No Patient is male N/A N/A N/A 
01-007 2 No Patient is post-menopausal  N/A N/A N/A 
01-008 2 No Patient is post-menopausal  N/A N/A N/A 
01-009 2 No Patient is post-menopausal  N/A N/A N/A 
01-010 2 No Patient is male N/A N/A N/A 
01-011 2 No Patient is male N/A N/A N/A 
01-012 2 No Patient is male N/A N/A N/A 
01-013 2 No Patient is male N/A N/A N/A 
01-014 2 No Patient is male N/A N/A N/A 

 


