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At present, there is no effective treatment for PTS. The standard treatment is the use of tight 
stockings, known as ‘compression stockings’, to compress the leg veins and help your blood 
circulation. However, stockings are usually not fully effective to relieve the symptoms and 
signs of PTS, and patients often find that they are difficult to use (hard to put on, too tight, too 
warm, and need to be worn every day from morning to evening). Some studies suggest that 
venoactive drugs could treat venous insufficiency and perhaps more particularly, PTS. These 
oral (i.e., taken by mouth) drugs, would improve vein function by making veins more 
functional, reducing leg swelling and local inflammation.  

Venoactive drugs are commonly used in Europe to treat chronic venous insufficiency. Some 
of those drugs are now available in Canada as over-the-counter medications. However, the 
efficacy of venoactive drugs to treat chronic venous insufficiency and PTS has not yet been 
clearly demonstrated and is debated by the scientific community. It is possible that the 
reported benefit might be due to what is known as a ‘placebo’ effect, whereby a patient feels 
better not because the drug is truly effective but because being given a medication makes the 
patient feel better.  

To assess the true efficacy of venoactive drugs to treat PTS, in this study we will compare the 
venoactive drug to a placebo drug (inactive medication that looks identical to the active 
medication). If the venoactive drug is found to be more effective than the placebo in relieving 
pain and improving the quality of life of participants, it will demonstrate that venoactive drugs 
are useful and could be prescribed to patients with PTS to alleviate their symptoms and 
improve their quality of life.  
 
To assess whether or not you were unaware of which treatment (active treatment or placebo) 
was given to you, we will ask you at the end of the study to tell us which treatment you 
believed was given to the you and to rate the level of confidence of your responses. Similar 
questions will be asked to the study nurses and doctors to ensure that they were unaware of 
patient’s study drug group when they assessed you for PTS. 
 
The venoactive drug that is used in this study is VenixxaÒ (Micronized Purified Flavonoid 
Fraction), a natural product that is available as an over-the-counter medication in Canada at the 
dosage that will be used in this study. We chose to study VenixxaÒ because we believe that 
among available venoactive medications, it has the highest potential to be effective for PTS. 
 
What will happen to you if you decide to take part in this study? 
No invasive tests (blood work up or imaging tests) are needed in order to participate in this 
study. If you agree to participate, you will just need to sign this consent form, take the study 
medications, and attend the follow-up visits. 
 
The decision as to which treatment you will receive (VenixxaÒ or placebo) will be made by 
chance, e.g. like flipping a coin. Neither you nor the study staff team will be aware of which 
drug you will receive.  However, in case of emergency, we can immediately determine which 
drug you are taking. You will be asked to take the study drug twice daily for 6 months.  

The study will last 9 months.  All participants will be asked to attend 4 visits: baseline visit 
(time of enrollment in the study) and follow-up visits at 3 months, 6 months, and 9 months 
from the baseline visit.  
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Details of study visits are below: 
 

• Baseline visit, 3-month visit, 6-month visit: A form will be completed on your medical 
history, physical activity and quality of life, and your leg will be examined by a 
research nurse to evaluate your PTS. You will be asked to bring your study drug 
bottle at the 3 and 6-month visit, even if it is empty, in order for us to count the 
remaining pills (to calculate your compliance to study drug). 
 

• At the baseline visit, if you are a woman who is capable of becoming pregnant, a 
pregnancy test will be done to determine whether you are pregnant.  
You will be asked to agree to use a medically approved method of birth control of 
your choice (e.g. hormonal contraceptives, intrauterine devices, vasectomy/tubal 
ligation, barrier methods and double-barrier method) during your participation in this 
study. 
 

•   End of study (9-month visit): You will have a final follow-up visit (same as described 
above). The objective of this visit, which will take place 3 months after finishing your 
study drug, is to see if the potential benefit of VenixxaÒ persists once treatment is 
discontinued. 

 
What you will be asked to do 
By participating in this study, you agree to:  
1. Take the study medication that is provided to you, as instructed 
2. Attend the study visits, as required by the protocol  
3. Be available for study-related follow-up phone calls 
4. Be alert for adverse events (side effects), and contact your doctor or the Study 

Investigator immediately if such event(s) occur  
 
Possible risks and discomforts 

The safety risks to participants are expected to be very small. VenixxaÒ is already approved 
by Health Canada to relieve symptoms of chronic venous insufficiency and will be given in 
this study at the approved dose.  
 
Approximately 2% of patients reported mild stomach pain that either went away by itself or 
went away after stopping the medication.  
 
Other possible side effects include hypersensitivity/allergy, gastrointestinal discomfort 
(diarrhea, nausea, vomiting, colic pain), dizziness, headaches, malaise, and skin reaction 
such as rash, hives and itching. Exceptionally, a general swelling has been reported (too 
infrequent to even have an estimate of the risk).  No other side effects were reported and, in 
studies, side effects always disappeared, either spontaneously (without stopping drug) or 
after the drug was stopped.  
 
The placebo drug will be provided by Bay Area Research Logistics (BARL), a specialized 
clinical trial design, packaging and logistics firm from Hamilton, Ontario, and is not expected 
to cause any severe side effects. 
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Importantly, study drug will be prescribed in addition to other treatments you may currently be 
receiving to treat your PTS, including compression stockings. There are no reported drug 
interactions between VenixxaÒ or placebo and other medications that you may be taking.  
 
Possible benefits 

The results obtained from this study may provide us with knowledge about VenixxaÒ that may 
benefit you or others with PTS in the future. If VenixxaÒ is shown to be effective, you could 
benefit from this treatment to relieve your PTS symptoms. On the other hand, if this study does 
not show any benefit of VenixxaÒ, many thousands of patients with PTS around the world each 
year would be spared the cost and inconvenience of taking an ineffective medication. 
 
If you do not want to take part in the study, are there other choices? 
If you do not want to take part in the study, you will receive standard medical care from your 
physician for your PTS. Your doctor may recommend elastic compression stockings if you 
have leg swelling or pain, or analgesic (“painkiller”) drugs such as ibuprofen or 
acetaminophen if you develop leg pain. All therapies have risks and benefits, which you can 
discuss with your doctor.   
 
Voluntary participation 
Your participation in this study is strictly voluntary. You may withdraw or refuse to participate 
at any time without affecting the standard therapy that you are entitled to receive. Your 
participation in this study trial may be stopped if the investigator believes it to be in your best 
interest, if you do not comply with the study procedures or if you develop a study-related side 
effect. In the event that you withdraw from the study, all information collected for the purpose 
of this study up to the point of your withdrawal may be used in order to preserve the scientific 
integrity of the study. 
 
Confidentiality 
During your participation in this study, the doctor in charge of this research study and the 
study team will collect and record information about you in a study file. They will only collect 
information required to meet the scientific goals of the study. 
 
The study file may include information from your medical chart concerning your past and 
present state of health, your lifestyle, as well as the results of the tests, exams, and 
procedures that you will undergo during this research project.  Your research file could also 
contain other information, such as your name, sex and  date of birth. 
 
All the information collected during the research project will remain confidential to the extent 
provided by law. You will only be identified by a code number. The key to the code linking 
your name to your study file will be kept by the doctor in charge of this research study in the 
Department of Medicine, Centre of Excellence in Thrombosis and Anticoagulation Care 
(CETAC) at the Jewish General Hospital. 
 
To ensure your safety, a copy of this information and consent form will be placed in your 
medical chart. As a result, any person or company to whom you give access to your medical 
chart will have access to this information.  
 
The coded information may be shared with government groups in Canada or in other 
countries. This means that your study information could be sent to other countries.  However, 
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the government groups must respect the same level of privacy protection that is provided in 
Quebec and Canada in all the countries where your study information will be sent. The study 
data will be stored for 25 years by the doctor in charge of this research study.   
 
The data may be published or shared during scientific meetings; however it will not be 
possible to identify you.  
 
For monitoring, control, safety, security, and marketing of a new study drug, your study file as 
well as your medical charts may be examined by a person mandated by Canadian or 
international regulatory authorities, such as Health Canada, as well as by representatives of 
the institution or the Research Ethics Committee. All these individuals and organizations 
adhere to policies on confidentiality.  
 
You have the right to consult your study file in order to verify the information gathered, and to 
have it corrected if necessary. However, in order to protect the scientific integrity of the 
research project, you may only be able to access certain study information after your 
participation in the study has ended.  
 
Costs/compensation for participation  
There are no costs to you for participating in this study, and the study medication will be 
provided free of charge. Each time you come for a study visit, you will be compensated up to a 
maximum of $25 for parking or transportation expenses. In order to receive this compensation, 
you will need to provide your receipts. 
 
Should you suffer any harm 
Should you suffer harm of any kind following the administration of the study drug, or following 
any procedure related to the research study, you will receive the appropriate care and 
services as required by your state of health.  
 
By agreeing to participate in this research study, you do not give up any of your legal rights nor 
do you discharge the doctor in charge of this research study or the institution, of their civil and 
professional responsibilities. 
 
Investigator Compensation  
The researcher in charge of this study is receiving funding (money) from a Granting Agency, 
Canadian Institutes of Health Research, to carry out this research. All the funds are being 
deposited into a research account to be used for research. 
 
Questions 
If you have any questions about the study, or if you feel that you have experienced a study-
related injury or illness, contact the Study Doctor (Principal Investigator), Dr. Susan Kahn at 
(514) 340-8222 ext. 23444 or the Study Coordinator, Ms. Elena Shulikovsky at (514) 340-
8222 ext. 23703. 
 
If you can't reach the Study Doctor, or it is after regular business hours, speak to the doctor on 
call. The 24-hour contact number is (514) 340-8232, and ask for the Thrombosis doctor on call. 
 
For all questions regarding your rights as a research participant for this study, or if you have 
comments or wish to make a complaint, you may contact the Local Commissioner of 
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Complaints and Quality of Services of the CIUSSS du Centre-Ouest-de-l’Île-de-Montréal, 
(514) 340-8222 ext. 24222.  
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