Supplementary item 1: Dutch Biologic Monitor questionnaires

Patients’ perspectives on a drug safety monitoring system for immune-mediated inflammatory diseases based on patient-reported outcomes




Baseline and postbaseline questionnaires from the Dutch Biologic Monitor. The original questionnaires are in Dutch. Side effects reappear in postbaseline questionnaires if the side effect was reported in a previous questionnaire and is still ongoing. Adapted from “Patient-Reported Burden of Adverse Drug Reactions Attributed to Biologics Used for Immune-Mediated Inflammatory Diseases.” by JA van Lint et al., 2020, Drug Saf., 43(9):917-925. Copyright 2020 by Springer Nature.

Baseline questionnaire
	Questions in baseline questionnaire
	Answer options

	Introduction
	 
	 

	How to complete this questionnaire?
In this Monitor, the Netherlands Pharmacovigilance Centre Lareb is interested in biologic medicines.
 
You can navigate through the questionnaire by using the "previous" and "next" buttons at the bottom of the page. Please do not use the buttons in the internet browser toolbar.
This questionnaire consists of 5 steps.

Mandatory questions have been marked with an asterisk (*). 
 
If you still have questions, please contact:
 
Netherlands Pharmacovigilance Centre Lareb
Goudsbloemvallei 7
5237 MH 's-Hertogenbosch
Telephone no.: +31 73 - 64 69 700 (available on working days between 9 a.m. and 5 p.m.)
E-mail: info@mijnbiologischmedicijn.nl
	 
	 

	Your medication
	 
	 

	Choose the biologic medicine you currently use
Select a medicine from the list
	Multiple choice
	All in the Netherlands available brand names of the following biologics:
Abatacept
Adalimumab
Anakinra
Brodalumab
Canakinumab
Certolizumab pegol
Dupilumab
Etanercept
Golimumab
Guselkumab
Infliximab
Ixekizumab
Natalizumab
Rituximab
Sarilumab
Secukinumab
Tocilizumab
Ustekinumab
Vedolizumab

	When did you start using {{Survey medicine}}? 
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	When was the last administration of this medicine?
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	If a biosimilar is chosen
	 
	 

	For biosimilar: Have you used {{Name original biologic}} previously?
	Yes/No
	

	If yes: When did you start using {{Name original biologic}}?
	Date
	 

	 
	 
	 

	What do you use the biological medicine for?
	Multiple select
	Rheumatoid arthritis

	 
	 
	Psoriasis

	 
	 
	Psoriatic arthritis

	 
	 
	Axial spondyloarthritis

	 
	 
	Ulcerative colitis

	 
	 
	Crohn's disease

	 
	 
	Other: [open text]

	What is the name of your treatment centre (hospital)? 
	Multiple choice
	Participating hospitals or other: [open text]

	Was the medicine last administered at the hospital or at home?
	
	Hospital/At home

	Are you familiar with the batch number of {{Survey medicine}}? 
It is visible on the packaging of the medicine. Below, you can upload a photo of the packaging.
	Yes: [open text]/No
	

	Do you have a photo of the packaging? Please upload the photo here. By uploading a photo, there is no need to retype the batch number.
upload your photo here (this should be a .jpg, .jpeg, or .png file).
	Photo upload
	

	Side effects
	 
	 

	Symptom or side effect?
In this questionnaire, you will be asked about any side effect you may have experienced. We are interested in all side effects. Consider side effects during or shortly after administration (e.g. pain at the injection site or fever). You could also think of infections and a reduced effect of the medicine.

You can also report complaints in case you are not sure whether it is caused by {{surveymedicine.Medicine}}. We also ask you to complete this questionnaire if you do not experience any side effects since this is important information as well
	 
	 

	Did you experience a side effect following the last administration of {{surveymedicine.Medicine}}? *

This could also be a side effect which started after administration of the medicine, but has already subsided. We are interested in all side effects. Consider also any side effects during or shortly after administration (e.g. pain at the injection site or fever). But  also consider infections and a reduced effect of the medicine.
	Yes/no
	 

	If yes: For each side effect
	 
	 

	Description of side effect
Please enter one side effect in the column 'Description of side effect' text box. You may add multiple symptoms or side effects by clicking the 'Add side effect' button. 

Starting date
Please enter a date when the side effect started. Have you forgotten when the side effect started? Or did the symptoms start gradually? If so, please enter an estimated date.

How are things now?
Please note the current status of the side effect.
	 
	 

	Description of side effect 
	Open text
	 

	When did this side effect start?
	Date
	 

	Can you explain more about the side effect? 
For example:
- How often do you suffer from this side effect?
- At what moment do you suffer from this side effect?
- Is there a pattern? 
	Open text
	 

	Did you contact a healthcare provider about this side effect?
	Yes/no
	 

	If yes: 
	 
	 

	With whom did you have contact?
	Multiple select: 
	General practitioner

	 
	 
	Specialist doctor

	 
	 
	Nurse

	 
	 
	Pharmacist

	 
	 
	Other: [open text]

	If yes: 
	 
	 

	How was this side effect treated? *
	Multiple select
	Mentioned, but no action initiated

	 
	 
	Treatment

	 
	 
	Dose adjustment

	 
	 
	Drug discontinuation

	 
	 
	Referral to other health care professional

	 
	 
	Referral to hospital

	 
	 
	Switch to previous drug

	 
	 
	Other: [open text]

	If option 1-7 was chosen: Here you can clarify your response
	Open text
	 

	If option 4 was chosen: When was {{surveymedicine.Medicine}} discontinued? *
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	 
	 
	 

	Have you been you admitted to the hospital because of this side effect? *
	Yes/no
	 

	Did you do anything yourself about the side effect?
	Yes: [open text]/no
	 

	What is the current status of the side effect? The side effect: 
	Multiple choice
	Is over

	 
	 
	Is subsiding

	 
	 
	Did not change

	 
	 
	Is aggravating

	If option 1 was chosen: When did you recover from the side effect?
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	What was the burden you experienced from this side effect?
	Multiple choice
	No burden

	 
	 
	Little burden

	 
	 
	Quite burdensome

	 
	 
	High burden

	 
	 
	Very high burden

	Can you describe the experienced burden of the side effect?
	Open text
	 

	Other medication
	 
	 

	The medicines below are frequently used in combination with biologic medicines. 
Can you indicate whether you are currently using (one of) these agents? 
	Multiple select
	I do not use any of these medicines

	 
	 
	Azathioprine

	 
	 
	Chloroquine

	 
	 
	Hydroxychloroquine

	 
	 
	Hydrocortisone

	 
	 
	Leflunomide

	 
	 
	Mercaptopurine

	 
	 
	Mesalazine

	 
	 
	Methotrexate

	 
	 
	Olsalazine

	 
	 
	Prednisone

	 
	 
	Prednisolone

	 
	 
	Sulfasalazine

	 
	 
	Tioguanine

	 
	 
	Methylprednisolone

	General information
	 
	 

	Other diseases and general information
The Netherlands Pharmacovigilance Centre Lareb is interested in side effects that occur during use of medicines used for an inflammatory disease (e.g. rheumatoid arthritis or psoriasis). Therefore it is important to know whether you have any other diseases.
	 
	 

	Could you please indicate what other diseases you have?
	Multiple select
	No comorbidities

	 
	 
	Respiratory disorder

	 
	 
	Cardiovascular disorder

	 
	 
	Hypercholesterolemia 

	 
	 
	Psychiatric disorder

	 
	 
	Cancer

	 
	 
	Nervous system disorder

	 
	 
	Other: [open text]

	What is your length?
Please enter whole numbers
	[open] centimeter
	 

	What is your weight?
Please enter whole numbers
	[0-500] kilogram
	 

	How often do you smoke?
	Multiple choice
	Never

	 
	 
	Monthly

	 
	 
	Weekly

	 
	 
	Daily

	How have you been informed about this Monitor biological medicines?
	Multiple choice
	In the pharmacy

	 
	 
	During consultation with nurse

	 
	 
	During consultation with specialist doctor

	 
	 
	At ambulatory care unit

	 
	 
	By letter

	 
	 
	By email

	Conclusion
	 
	 

	Do you have a question, for example about a side effect? Ask your physician or pharmacist. If you have a specific question for the Netherlands Pharmacovigilance Centre Lareb, please send an e-mail to info@mijnbiologischmedicijn.nl. 

Do you have any remarks about this questionnaire? Please enter these below. 
	Open text
	 

	Would you like to receive the results by e-mail following completion of this Monitor?
These can also be found on www.mijnbiologischmedicijn.nl. 
	Yes/no
	 

	If yes: Please state the desired e-mail address:
	 
	 

	
	 
	 

	Submit your questionnaire! 
By clicking submit, the questionnaire will be sent to us. We will send you an e-mail as soon as the next questionnaire is available to you. If you still have questions, please contact us. 

Netherlands Pharmacovigilance Centre Lareb
Goudsbloemvallei 7
5237 MH 's-Hertogenbosch
Telephone: +31 73 - 64 69 700 (available on working days between 9 a.m. and 5 p.m.)
E-mail: info@mijnbiologischmedicijn.nl
	 
	 

	Download overview
	 
	 

	Thank you very much for your questionnaire!
 
You have sent your first questionnaire of this Biologic Monitor to us. You may download the questionnaire below:

Download questionnaire

We will send you an e-mail when your next questionnaire is available. Use the top menu to log out of this website. 
	 
	 





Postbaseline questionnaire
	Questions in postbaseline questionnaires
	Answer options

	Your medication
	 
	 

	In case the biologic was discontinued in the previous questionnaire:
	 
	 

	In the previous questionnaire you indicated that {{surveymedicine.Medicine}} was discontinued
	 
	 

	Is {{surveymedicine.Medicine}} still discontinued? *
	Yes/No
	 

	In case the biologic was not discontinued in the previous questionnaire
	 
	 

	In the previous questionnaire you used {{surveymedicine.Medicine}}. The following questions are about use of {{surveymedicine.Medicine}}.
	 
	

	Are you still using {{surveymedicine.Medicine}} ?*
	Multiple choice
	Yes, I have used the medicine in the last 2 months

	 
	 
	Yes, but I have not used the medicine in the last 2 months

	 
	 
	Yes, but from a different brand (manufacturer)

	 
	 
	No, I (temporarily) stopped using the medicine

	 
	 
	No, I stopped using this medicine but switched to another biologic medicine

	In case the medicine was used in the last 2 months
	 
	 

	When was the last administration of this medicine?
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	In case of (temporary) discontinuation
	 
	 

	When did you stop using {{surveymedicine.Medicine}}? *
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	Why did you (temporarily) stop using {{surveymedicine.Medicine}}? *
	Multiple choice
	Because of one or more side effects

	 
	 
	Other reason: [open text]

	Your new medication 
	 
	 

	Choose the brand (manufacturer) of the medicine you currently use *
Select a medicine from the list
	Multiple choice
	All in the Netherlands available brand names of the following biologics:
Abatacept
Adalimumab
Anakinra
Brodalumab
Canakinumab
Certolizumab pegol
Dupilumab
Etanercept
Golimumab
Guselkumab
Infliximab
Ixekizumab
Natalizumab
Rituximab
Sarilumab
Secukinumab
Tocilizumab
Ustekinumab
Vedolizumab

	When did you start using {{Survey medicine}}? 
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	 
	 
	 

	What is the name of your treatment centre (hospital)? 
	Multiple choice
	Participating hospitals or other: [open text]

	Was the medicine last administered at the hospital or at home?
	Hospital/at home
	 

	Are you familiar with the batch number of {{Survey medicine}}? 
It is visible on the packaging of the medicine. Below, you can upload a photo of the packaging.
	Yes: [open text] /no
	 

	Do you have a photo of the packaging? Please upload the photo here. By uploading a photo, there is no need to retype the batch number.
upload your photo here (this should be a .jpg, .jpeg, or .png file).
	Photo upload
	 

	Side effects
	 
	 

	New side effect
	
	

	Did you experience a side effect following the last administration of {{surveymedicine.Medicine}}? *

This could also be a side effect which started after administration of the medicine, but has already subsided. We are interested in all side effects. Consider also any side effects during or shortly after administration (e.g. pain at the injection site or fever). But also consider infections and a reduced effect of the medicine.
	Yes/no
	 

	All side effects (new and not recovered side effects in previous questionnaire)
	 
	 

	Description of side effect
Please enter one side effect in the column 'Description of side effect' text box. You may add multiple symptoms or side effects by clicking the 'Add side effect' button. 

Starting date
Please enter a date when the side effect started. Have you forgotten when the side effect started? Or did the symptoms start gradually? If so, please enter an estimated date.

How are things now?
Please note the current status of the side effect.
	 
	 

	Description of side effect 
	Open text
	 

	When did this side effect start?
	Date
	 

	Can you explain more about the side effect? 
For example:
- How often do you suffer from this side effect?
- At what moment do you suffer from this side effect?
- Is there a pattern? 
	Open text
	 

	Did you contact a healthcare provider about this side effect?
	Yes/no
	 

	If yes: 
	 
	 

	With whom did you have contact?
	Multiple select: 
	General practitioner

	 
	 
	Specialist doctor

	 
	 
	Nurse

	 
	 
	Pharmacist

	 
	 
	Other: [open text]

	If yes: 
	 
	 

	How was this side effect treated? *
	Multiple select
	Mentioned, but no action initiated

	 
	 
	Treatment

	 
	 
	Dose adjustment

	 
	 
	Drug discontinuation

	 
	 
	Referral to other health care professional

	 
	 
	Referral to hospital

	 
	 
	Switch to previous drug

	 
	 
	Other: [open text]

	If option 1-7 was chosen: Here you can clarify your response
	Open text
	 

	If option 4 was chosen: When was {{surveymedicine.Medicine}} discontinued? *
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	 
	 
	 

	Have you been you admitted to the hospital because of this side effect? *
	Yes/no
	 

	Did you do anything yourself about the side effect?
	Yes: [open text]/no
	 

	What is the current status of the side effect? The side effect: 
	Multiple choice
	Is over

	 
	 
	Is subsiding

	 
	 
	Did not change

	 
	 
	Is aggravating

	If option 1 was chosen: When did you recover from the side effect?
Please enter an estimated date if you are not sure about the exact date
	Date
	 

	What was the burden you experienced from this side effect?
	Multiple choice
	No burden

	 
	 
	Little burden

	 
	 
	Quite burdensome

	 
	 
	High burden

	 
	 
	Very high burden

	Can you describe the experienced burden of the side effect?
	Open text
	 

	Other medication
	 
	 

	The medicines below are frequently used in combination with biologic medicines. 
Can you indicate whether you are currently using (one of) these agents? 
	Multiple select
	I do not use any of these medicines

	 
	 
	Azathioprine

	 
	 
	Chloroquine

	 
	 
	Hydroxychloroquine

	 
	 
	Hydrocortisone

	 
	 
	Leflunomide

	 
	 
	Mercaptopurine

	 
	 
	Mesalazine

	 
	 
	Methotrexate

	 
	 
	Olsalazine

	 
	 
	Prednisone

	 
	 
	Prednisolone

	 
	 
	Sulfasalazine

	 
	 
	Tioguanine

	 
	 
	Methylprednisolone

	Conclusion
	 
	 

	Do you have a question, for example about a side effect? Ask your physician or pharmacist. If you have a specific question for the Netherlands Pharmacovigilance Centre Lareb, please send an e-mail to info@mijnbiologischmedicijn.nl. 

Do you have any remarks about this questionnaire? Please enter these below. 
	Open text
	 

	Submit your questionnaire! 
By clicking submit, the questionnaire will be sent to us. We will send you an e-mail as soon as the next questionnaire is available to you. If you still have questions, please contact us. 

Netherlands Pharmacovigilance Centre Lareb
Goudsbloemvallei 7
5237 MH 's-Hertogenbosch
Telephone: +31 73 - 64 69 700 (available on working days between 9 a.m. and 5 p.m.)
E-mail: info@mijnbiologischmedicijn.nl
	 
	 




