
SIERRA- 2015/190/HP  Information note 

Information note version n°1 on the mai 18, 2016 –SIERRA page 1 of 5 

REA.EN.2.1.2.7_V2  

Information note for patients  

who are participating in « routine care » research 

 

 
Title of biomedical research : Efficiency of tight monitoring by nurse practitioners in 

rheumatoid arthritis patients in remission after treatment with rituximab – SIERRA 

 

N°RCB : 2016-A00699-42 

 

Investigator-coordinator 

Professor Olivier VITTECOQ 

Rheumatology department 

Rouen University Hospital 

1, rue de Germont 

76 031 ROUEN cedex 

Phone number : +33 (0)2 32 88 90 19 Fax number: +33 (0)2 32 88 91 10 

 

Promotor 

Rouen University Hospital 

Clinical research and innovation department 

1, rue de Germont, 76 031 Rouen cedex 

Phone number : +33 (0) 2 32 88 82 65 Fax Number +33 (0) 2 32 88 82 87 

 

 
Approved by the Northwestern France Ethics Committee on  June 1st, 2016 

 

Authorization from the French Data Protection Authority National Commission for 

Computers and Liberty (CNIL) on December 16
th

, 2016 

 

 

 

 

Dear Madam, Dear Sir, 

 

Your attending physician _______________________________has invited you to participate 

in a research protocol entitled «  Efficiency of tight monitoring by a nurse practitioner in 

rheumatoid arthritis patients in remission after treatment with rituximab- SIERRA” of the 

type “routine care”, promoted by  Rouen University Hospital. By definition, "routine care" 

research is research whose objective is to evaluate medical acts, combinations of acts or 

medical strategies for prevention, diagnosis or treatment which are common practice, in other 

words, the subject of a professional consensus, in accordance with their indications but for 

which specific monitoring procedures are provided for by a protocol. 

 

The objective of this information note is to explain as explicitly and clearly as possible all the 

different aspects of this clinical trial, so that you will be able to decide if you want to 

participate in this study. 
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Trial justification: Why this clinical trial? 

 

- You are currently under the management of your rheumatologist who has prescribed 

rituximab as part of the treatment to treat your disease. We invite you to participate in 

biomedical research on rheumatoid arthritis treated with rituximab. 

- The objective of the study is to demonstrate the effectiveness of tight monitoring by a 

nurse practitioner in rheumatoid arthritis patients in order to detect early relapse of 

disease activity in patients treated with rituximab, to reduce the number of 

prescriptions for corticosteroids and/or non-steroidal anti-inflammatory drugs 

(NSAIDs) and to improve patient quality of life. 

- Currently, routine follow-up comprises a consultation  with a rheumatologist every 3 

to 4 months according to common practices. The main objective of these consultations 

is to evaluate the activity of rheumatoid arthritis. 

- Currently, rituximab is re-administered when clinical relapse occurs (6 to 18 months 

after initiation of treatment, after 24 months for some patients). However, this 

reprocessing method is not satisfactory because the relapse of symptomatology is 

generally detected too late. 

-  For patients, this delay can lead to:  

o  an increase in the doses of background and symptomatic treatments (corticoids 

and NSAIDs) whose potentially adverse events have been established 

(cardiovascular, osteoporosis, etc.).  

o  An alteration in the quality of life and an aggravation of joint destruction.  

- The persistence of rheumatoid arthritis activity, although moderate, has been shown to 

be harmful in either joint destruction or functional capacity.  

- For these reasons, it is necessary to identify the relapse of disease activity sooner. 

 

- We chose this follow-up method in order to comply with the recommendations of the 

EULAR (European League against Rheumatism) concerning the role of nurse 

practitioners in the evaluation of chronic inflammatory rheumatism.  

 

 

Objective of the clinical trial 

 

The objective of the SIERRA clinical trial is to demonstrate the efficiency of tight monitoring 

by a nurse practitioner of rheumatoid arthritis patients in remission under rituximab to detect 

very early relapse of the disease 

 

Clinical trial Conduct  

 

- It is a bi-centric study conducted in Rouen University Hospital and Caen University 

Hospital). It will include 88 patients who will be selected by a rheumatologist and 

followed for 24 months. 

- After your investigator has explained the study to you, you will have time to consider 

before you agree to participate in this biomedical research, and you will sign an 

informed consent form which will be collected. 

- If rituximab treatment is successful at the time of the evaluation, 6 months after 

rituximab administration, we will proceed to an equally randomized distribution of 

patients between two groups: "usual follow-up by your rheumatologist" and " tight 
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monitoring by a nurse practitioner in addition to the usual follow-up by your 

rheumatologist " until the next treatment. 

- The number of follow-up visits is patient dependent. Indeed, whichever group you are 

assigned to, you will be included until the relapse of rhumatoid arthritis activity; 

however, the timing of this relapse varies from one patient to another, varying from 6 

to 24 months (more rarely thereafter). This is also the reason and interest of this study, 

the modalities of re-treatment of patients treated with rituximab for rheumatoid 

arthritis not being officially established, and varying from one patient to another, the 

search for a strategy to re-treat as soon as possible after the resumption of the activity 

of the disease is essential to limit the consequences of your disease.   

- No follow-up visit specifically dedicated to the protocol is provided in the group 

"usual follow-up by your rheumatologist"; patients will consult their attending 

rheumatologist  as usual. 

- In the group " tight monitoring by a nurse practitioner in addition to the usual 

monitoring by your rheumatologist ":  you will have a mesdical visit with your 

attending rheumatologist and you will also have  tight monitoring with a nurse 

practitioner, including: monthly telephone follow-up, a training session in the self-

assessment of your rheumatoid arthritis, a nursing consultation to confirm or not the 

relapse. This tight follow-up will enable the nurse to detect the relapse of disease 

activity between two medical consultations, which may necessitate rituximab re-

treatment.  

When a relapse is detected (during telephone follow-up with the nurse practitioner),  

an appointment will be scheduled in the  department of rheumatology within 48 hours. 

The reason for this consultation is to perform a clinical examination to confirm or not 

the relapse of rheumatoid arthritis activity. If the relapse is confirmed: you will be 

referred to a rheumatology day hospital for a new infusion of rituximab within 15 days.  

To participate in this research you must be minimum 18 years old, and have      

rheumatoid arthritis for which your rheumatologist prescribed rituximab less than 6 

months ago and which was active prior to this treatment.  

Pregnant and breastfeeding women and persons deprived of their liberty by an    

administrative or judicial decision or person under judicial protection, guardianship or 

trusteeship may not participate in this research.  

 

Expected benefits 

 

By being part of this study, you will benefit from tight monitoring by a nurse 

practitioner who will enable you to detect early signs of relapse in order to improve 

your management of rheumatoid arthritis and to improve your quality of life. 

 

Predicted risks 

No particular risk is generated by this study. The management of your disease may 

improve as a result of this close follow-up with earlier reprocessing when the disease 

recovers its activity. 

If you agree to participate in this study, you must comply with the following points:  

- Accept learning to self-assess your rheumatoid arthritis,: examine all 28 joints for the 

number of painful joints and self-assess the intensity of pain, fatigue and disease activity, 

read CRP values (bioassay), and monitor background and symptomatic treatment doses.  

- Report the results of biological monitoring.  
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- Be available at the monthly telephone follow-up with the nurse for collection of your 

self-assessment of disease activity including items covered at the time of learning to self-

assess rheumatoid arthritis in order to detect recurrence of disease activity.  

- To be affiliated to a social security scheme or to be a beneficiary of such a scheme.  

- If you are of childbearing age, you or your partner must use effective contraception. If, 

even with all the precautions taken, you begin a pregnancy, you should inform your 

attending physicianas soon as possible as part of this research.  

 

Medical alternatives 

Your participation in this research is entirely free and voluntary. Your decision will not 

affect the quality of care and treatment you are entitled to expect.  

You may withdraw from the research at any time without justification, without any 

consequence on the continuation of your treatment or the quality of care provided to you 

and without any consequence on the relationship with your physician.  

During the research, you will be able to ask the nurse and attending physician for 

clarification on the conduct of the research at any time during the study.  

 

Your privacy rights   

Your physician must provide you with all the necessary clarifications about this research. 

If you wish to withdraw from it at any time, for any reason, you will continue to benefit 

from medical follow-up and this will not affect your future follow-up. 

Within the context of this research proposed by Rouen University Hospital, your personal 

data will be processed to enable the results of the research to be analysed according to the 

objective of the research presented to you. To that effect, your medical data will be 

transmitted to the research promoter or to persons or companies acting on his account, in 

France. This data will be identified by a code and/or your initials. These data may also, 

under conditions ensuring their confidentiality, be transmitted to French or foreign health 

authorities and to other entities on the promoter's behalf.  

 

In accordance with the provisions of the law relating to data processing, you have the right 

to access and rectify computer data concerning you at any time (law n° 2004-801 of 6 

August 2004 amending law n° 78-17 of 6 January 1978 relating to data processing, files 

and freedoms). You also have the right to object to the transmission of data covered by 

professional secrecy that may be used in the context of this research and processed. You 

can also access all your medical data directly or through the intermediary of the physician 

of your choice in accordance with the provisions of Article L1111-7 of the Public Health 

Code. These rights are exercised with your attending physician who is following you in 

the research and who knows your identity.  

This Research does not fall within the MR-001 reference methodology. In this regard, the 

sponsor of this research, the CHU de ROUEN (Rouen University Hospital), will submit 

the research file to the Advisory Committee on the Processing of Health Research 

Information (CCTIRS) and a request for research authorization from the CNIL will be 

made.  

In accordance with law n°2004-806 of 9 August 2004 relating to Public Health Policy (art 

L1121-1):  

- This research obtained a favorable decision from the Northwestern France Ethics 

Committee on June 1st, 2016, 

 

Your participation in this research is voluntary and you are under no obligation to 

participate. This will not change your relationship with your attending physician  or the 
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medical team. If during this research, new information becomes apparent that may affect 

your participation, the physician in charge of this research will communicate it to you and 

ensure that you wish to continue to participate.  

You can stop your participation in this protocol at any time. The investigating physician in 

charge of this research may also decide to stop your participation in the trial if he/she 

considers it necessary, in particular for your well-being.  

Your participation will not entail any additional costs for you.  

In addition, if you wish, you can be informed of the results obtained at the end of this 

research protocol.  

After reading this information note, feel free to ask your physician any questions you may 

have.  

We thank you for your cooperation.  

You can receive any additional information about this clinical trial from the physician 

who invited you to participate in it, 

 

Physician’s name _____________________________________ 

Address ______________________________ 

_____________________________________ 

______________________________________ 

_________________________________________ 

 

      Phone number :_______________ 

 

Or from the clinical trial coordinator, Professor Olivier VITTECOQ, Rouen University 

Hospital, rheumatology department, 1 rue de Germont, 76 031 Rouen Cedex, phone number 

+33 (0) 2 32 88 90 19 


