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We would like to invite your participation in this study. It is purely voluntary. It is a randomized control 

(RCT) study. Total 36 patients will be recruited in this study. 

If you are candidate for high tibial osteotomy surgery, you would be invited to participate into this 

study. 

All the pre-operative and post-operative clinical assessment and radiological assessment would be 

the same as our current practice for high tibial osteotomy. 

The only difference for the study participants in this study is then they would be randomly allocated 

to the control and intervention group. The control group would have the high tibial osteotomy done by free 

hand bone cutting during osteotomy as our current practice and the intervention group wound have the 3D 

metal jig (Patient specific) guided bone cutting during osteotomy. 

So the difference in the intervention group is that they have an additional metal jig to guide bone 

cutting and protect neurovascular bundles. 

If you agree to join the study, baseline assessments and post-operation follow-ups will be arranged, 

data related to you functional and physical performance will be collected.  

Details of assessments and follow-up are listed and summarized in the following table: 

Timeline of Assessment and follow-up 

 Before 
surgery 

Immediate 
before 
discharge 

3 months 
post-op 

6 months 
post-op 

1 year 
post-op 

2 year 
post-op 

Knee 
Society knee 
score 

ü 
  

ü ü ü 

Knee 
Society 
function 
score 

ü 
  

ü ü ü 

Oxford Knee 
Score 

ü 
  

ü ü ü 

Lysholm 
Knee 
Scoring 
Scale 

ü   ü ü ü 

Range of 
motion 

ü ü ü ü ü ü 

Pain Visual 
Analog 
Scale (VAS) 
score 

ü ü ü ü ü ü 

Computed 
tomography 

ü ü ü 
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scanogram ü  ü    

Knee X-
Rays 

ü ü ü ü ü ü 

Potential complications and/or risks of interventions 

Ø The 3D printed patient specific metal jig (PSI jig) 

The 3D printed patient specific metal jig (PSI jig) is based on the patient’s individual CT image and 

theoretically and in our experience is more accurate than free hand bone cut. However, whether it is 

truly more accurate or inaccurate is unknown in scientific literature. 

Patient may have allergy to the metal used in the metal jig. But as the jig is just for temporary use and 

not retaining in the body and metal allergy itself is rare, the chance of allergic reaction is considered rare. 

Ø High tibial osteotomy 

The high tibial osteotomy is performed in control and intervention group as in our current standard 

practice. The risks described below is intrinsic to high tibial osteotomy but not related to the PSI jig 

(intervention in this study): bleeding, infection, damage surrounding structure, bone malunion, nonunion, 

implant failure, pain, fracture, malalignment, progression of osteoarthritis 

 

Ø X-ray and scanogram and plain computed tomography 

X-ray and scanogram and plain computed tomography are common medical imaging tests which use 

electromagnetic radiation with a very short wavelength to produce the image. The radiation dosage in 

diagnostic procedures is considered safe for adults and far below the dosage that will cause damage. 

These imaging are also required as in current standard practice of high tibial osteotomy for three-

dimensional  

planning of bone cut and also for follow-up to look for complications like iatrogenic fractures, 

malpositioning of implants, etc. 

 

 

Rights, confidentiality and Insurance 

We would like to invite your participation in this study. Your participation into the study is purely voluntary.  

You have the right to terminate or withdraw from the study at any time, without having to explain your 

decision and with no consequences to your medical care. Your participation or not will not affect the service 

being provided to you in this hospital at all. Should new information arise which is deemed to be relevant as 

to the consent of the patients to the clinical investigation, such information will immediately be reported to 

you.  

 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-041129:e041129. 11 2021;BMJ Open, et al. Lau LCM



Protected HTO_Consent 2020.01.1 v6 

4 

 

Treatment procedures in this study have been recorded in a protocol which has been approved by the Joint 

Chinese University of Hong Kong - New Territories East Cluster Clinical Research Ethics Committee (the CUHK-

NTEC CREC). All the information collected will be coded and analyzed for this research study. Your personal 

information will remain strictly confidential. You must be aware that the results of this clinical study may be 

published without revealing the identity of the individuals involved. Information could only be accessed by 

related research staff, regulatory authorities and ethics committee.  

 

Clinical trial indemnity and insurance will be purchased for you via the Faculty and Planning office, Faculty of 

Medicine, the Chinese University of Hong Kong. You are requested to report any unexpected or unusual 

symptom to the physician who is responsible for the study.  

 

Contacts 

This research study is to explore the surgical outcomes of medial open wedge high tibial osteotomy 

(MOWHTO) for the treatment of medial compartment knee osteoarthritis with or without the 3D printed 

patient specific metal jig (PSI jig). We sincerely hope that you can support this. Any clarification regarding the 

clinical study can be directed to the principal investigator of the study, Dr. Lau Chun Man Lawrence at 

35052211, or the CUHK-NTEC CREC at 35053935. If there’s any trial-related injury, please telephone the 

principal investigator, Dr. Lau Chun Man Lawrence at 35052211, appropriate follow ups and medical care will 

be arranged. 
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