






 CIP2015061050 - Iceform – Clinical Investigation Protocol- Revision 1.00 

© 2025 Reykjavík TMP0021 – Revision 3.00 CONFIDENTIAL DOCUMENT TPE p. 4 of 27 

Table of Contents 

1 How to Refer to This Document ............................................................. 6 

2 Summary .................................................................................................. 6 

3 Investigational Device ............................................................................. 7 

4 Justification for the Design of the Clinical Investigation ..................... 8 

5 Objectives and Hypotheses .................................................................... 9 
5.1 Objectives .................................................................................................................. 9 
5.2 Endpoints, Test methods and Hypotheses ................................................................ 9 
5.3 Device performance and Safety assessment ........................................................... 10 

6 Design of the Clinical Investigation ..................................................... 11 
6.1 General .................................................................................................................... 11 

i) Design ...................................................................................................................................... 11 
ii) Equipment and instruments ..................................................................................................... 11 

6.2 Investigational Device(s) and Comparator(s) ........................................................... 11 
6.3 Subjects ................................................................................................................... 12 

i) Inclusion Criteria ...................................................................................................................... 12 
ii) Exclusion Criteria ..................................................................................................................... 12 
iii) Subject withdrawal ................................................................................................................... 12 
iv) Point of enrolment.................................................................................................................... 13 
v) Time considerations ................................................................................................................ 13 

6.4 Procedures............................................................................................................... 13 
i) Recruitment phase................................................................................................................... 13 
ii) Test procedure......................................................................................................................... 13 
iii) Visit Schedule and forms to fill out .......................................................................................... 13 

6.5 Compensation .......................................................................................................... 15 
i) Subject ..................................................................................................................................... 15 
ii) Clinic ........................................................................................................................................ 15 

6.6 Responsibilities ........................................................................................................ 16 
6.7 Study monitoring and Oversight ............................................................................... 16 

7 Investigational Device Management .................................................... 16 

8 Statistical Considerations and Data Analysis ..................................... 17 
8.1 Sample size calculation ........................................................................................... 17 
8.2 Data analysis and acceptance criteria ..................................................................... 17 
8.3 Drop-outs, withdrawals and deviations .................................................................... 17 

9 Amendments and Deviations from the Protocol (CIP) ........................ 18 
9.1 Amendments ............................................................................................................ 18 
9.2 Deviations ................................................................................................................ 18 

10 Statement of Compliance ..................................................................... 19 

11 Ethical Considerations ......................................................................... 19 
11.1 Risk of Device .......................................................................................................... 19 

i) Anticipated adverse device effects .......................................................................................... 19 
ii) Residual risks .......................................................................................................................... 19 

11.2 Risk of Study (To Patient) ........................................................................................ 19 
11.3 Risk mitigation .......................................................................................................... 19 
11.4 Benefit for participant ............................................................................................... 20 
11.5 Risk-to-benefit rationale ........................................................................................... 20 



 CIP2015061050 - Iceform – Clinical Investigation Protocol- Revision 1.00 

© 2025 Reykjavík TMP0021 – Revision 3.00 CONFIDENTIAL DOCUMENT TPE p. 5 of 27 

11.6 IRB/EC Review and Communications ...................................................................... 20 
11.7 Informed Consent .................................................................................................... 20 
11.8 Participant confidentiality – Data management ........................................................ 20 

12 Evaluation of Adverse Events and Device Deficiencies ..................... 21 
12.1 Definitions of adverse events and device deficiencies ............................................. 21 
12.2 Reporting procedure of adverse events and device deficiencies ............................. 21 
12.3 Foreseeable adverse events and anticipated adverse device effects ...................... 22 

13 Suspension or Premature Termination of the Clinical     Investigation
 26 

14 Publication Policy ................................................................................. 26 

15 References ............................................................................................. 27 
 

 

 

 
  















 CIP2015061050 - Iceform – Clinical Investigation Protocol- Revision 1.00 

© 2025 Reykjavík TMP0021 – Revision 3.00 CONFIDENTIAL DOCUMENT TPE p. 12 of 27 

7.3 Subjects  

The number of participants is limited by difficulties in identifying appropriate subjects for enrolment. The aim is to 
recruit 20 subjects in total; 10 using cushion suspension and 10 using pin-licking suspension. See chapter 8.1 
Sample size calculation, for further details. 

All subjects will be dispositioned as follows: 

 Screen Failure: Subject did not pass screening procedures, not called in for clinical visit; 
 Candidate for enrollment: Passed screening procedures, accepts to come in for clinical visit; 
 Enrolled: Subject signs informed consent; 
 Fitted: Subject is fitted with a new socket and leaves the clinic wearing the ICEROSS TPE liner; 
 Discontinued: Candidate for enrollment or Enrolled subject whose participation ended because they 

withdrew consent, were withdrawn by the Investigator, were lost to follow up, or died; 

i) Inclusion Criteria 
Only patients with the following characteristics are eligible for study entry: 

 Cognitive ability to understand all instructions and questionnaires in the study; 

 Bi- or unilateral transtibial amputee, low to moderate impact 

 Amputee currently using a cushion (n=10) or a locking (n=10) 3 or 6 mm OWW Alpha Classic Uniform, or 
3 mm OWW Alpha Classic Tapered liner; 

 Willing and able to participate in the study and follow the protocol; 
 Confident prosthetic users for more than 3 months; 

 Older than 18 years; 

ii) Exclusion Criteria 
Patients with the following characteristics are not eligible for study entry: 

 Users with cognitive impairment; 

 Transfemoral amputees; 

 Amputees not using a prosthesis for daily activities; 

 Amputees not using OWW Alpha Classic cushion (n=10) or a locking (n=10), 3 or 6 mm OWW Alpha 
Classic Uniform, or 3 mm OWW Alpha Classic Tapered liners, as part of their primary prosthesis; 

iii) Subject withdrawal 
A subject can withdraw from participation at any time, at his/her discretion, and this will not have any consequences 
for the participant’s treatment. 

In such cases a report stating reasons for discontinuation of the participant shall be prepared by the LPI. 

In such a case no further investigational procedures concerning the subject will be conducted, except for a 
statement explaining the reason for withdrawal, including but not limited to: interacting or interviewing the subject 
in order to obtain data on him/her; obtaining additional private information on the subject by either observing the 
subject or collecting or receiving such information from any source. 

If withdrawal is due to problems related to the investigational device the participant will be asked for permission to 
follow the status/condition outside the clinical investigation. The follow-up will be individualized. 

The relevant LPI can withdraw the participant from the trial at any time. The reasons shall be documented. There 
are no pre-specified criteria for discontinuation of participants from trial. 

The discontinuation of participants in the trial will not result in replacement with new participants. 

Withdrawn participants will be included in the data analysis, as applicable, for the procedures that they completed.  
If the participants have not provided any data, they will not be included in the data analysis. 

Note that subjects can drop out after the 2 week visit without affecting evaluation of primary objectives. 
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iv) Point of enrolment 
Subjects will be enrolled at the clinic, the investigational site that they were contacted from. 

v) Time considerations 
The total time period required to implement the clinical investigation is expected to be 12 months. Each individual 
subject is expected to participate in the clinical investigation for 6-7 months, depending on socket manufacture 
iterations. The estimated time needed to include this number (enrolment period) is 4 months. 

7.4 Procedures  

i) Recruitment phase 
Potential subjects will be identified from the customer base of the Local Principal Investigator (LPI). LPI evaluates, 
based on previous experience of interaction with and servicing of patients, if a potential participant is cognitively 
capable. If a potential participant fits the inclusion and exclusion criteria the LPI will contact them via telephone. 
During the telephone call the LPI will verify if they are interested in participating in a study. If interest is expressed 
at this point they will answer some screening questions and if the eligibility criteria are met an appointment will be 
made for the clinical visit and signing of the ICF. Questions relating to the duration of the study, number of clinical 
visits required and the investigational device will be answered. 

The LPI will communicate to the study monitor the number of users he has identified that meet the inclusion criteria 
and are willing to participate.  

ii) Test procedure 
3-10 users will be recruited at each site.  

User Profile instrument will be filled in at the initial visit. It will be filled in by the CPI/LPI with input from the subject. 

Baseline instrument will also be filled in at the initial visit. It consists of 5 parts: Usability, Suspension Questionnaire, 
PEQ – Residual Limb Health (PEQ-RLH), Comfort and other (noise and satisfaction). They only include VAS items 
and comment boxes. Additionally the pistoning test output is documented at the end.  

The first part, socket fit comfort, of the Socket fitting instrument will be administrated each time as required, 
depending on iterations needed. CPO feedback, usability and comfort will only be administrated when the subject 
comes in for the first time for the fitting. 

The 2 week follow up instrument will be administrated at the 2 week post successful fitting visit. It consists of 5 
parts: Usability, Suspension Questionnaire, PEQ-RLH, and Comfort and Other; same as Baseline. Additionally the 
pistoning test output for both the trial liner (ICEROSS TPE) and is ICEROSS COMFORT is documented at the 
end. 

The Retrofitting instrument is also administrated at study event 3 (expected visit 3). 

The instrument used at the 6 month follow up consists of 4 parts: Suspension Questionnaire, PEQ-RLH, Comfort, 
and Other. The Other part has additional questions compared to the instruments used at earlier visits. 

All items are in-house developed except for the socket fit comfort score[4] and PEQ-RLH[5]. 

iii) Visit Schedule and forms to fill out 
There are at least four scheduled study events. 

Each visit, except when fitting to trial product will take approximately 2 hours. The trial product fitting visits (event 
nr. 2, 2a, 2b, etc.) should last for no more than 30 minutes. 

The first event is a visit within the normal treatment procedures of prosthetic care when the users are measured 
for a new socket. The ICF will be signed prior to any study activity. During the visit the subjects will also fill in the 
User Profile and Baseline instruments, with the help of their CPO as required. 

This test, as is standard for liner testing, requires that the users will be fitted with a new socket. Attaining a proper 
fit of a new socket requires at least one iteration, often more, and few days to complete, and hence some users 
might require more study visits than others. 

The second study event will be 1-2 weeks post first visit, when the new socket is ready. Subjects will come in and 
fit the new socket while wearing the investigational device. To verify that the socket is acceptable subjects will be 






























