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Electronic Supplementary Material 2. The survey used for patients


Screen 1
Welcome to the survey of the Web-RADR project

In this survey we ask your opinion on an app with which you can report side-effects (adverse drug events) and receive safety information about medicines. The opinion and preferences of potential users are very important in developing such an app. The survey is anonymous and will take no more than 20 minutes to complete.

This survey is developed in the context of a wider research study, the Web-RADR (Recognising Adverse Drug Reactions) project. In this project experts from regulatory agencies, academia, patient representatives and the pharmaceutical industry are working together to improve the recognition of side-effects. Part of this project focuses on developing a mobile app for patients and healthcare professionals to report side-effects
and receive safety information of medicines. Safety information of medicines will contain, for example, warnings about newly detected side-effects.

We greatly appreciate your time and opinion. As a token of appreciation for your participation, you can enter a prize draw to win a €50,- coupon if you fill in your e-mail address on the final page. You will only be contacted if you win a coupon.


Prof. A. Sutcliffe, Ms. L. Wong
University College London, United Kingdom

F. Houyez
EURORDIS, Paris, France

Dr. P.G.M. Mol, Dr. S.T. de Vries
University Medical Center Groningen, The Netherlands


If you are not familiar with mobile apps in general then do not complete this survey.


Please note: Reports concerning side-effects that are submitted to the National Authority are handled according to current legislation. The responses in the survey represent your personal views only.






Screen 2

General questions about reporting side-effects

1. Have you ever experienced a side-effect of a medicine that you take or have taken in the past?
· Yes
· No
· Don't know/don’t remember

2. Are you aware that you can report experienced side-effects to the <name national medicines agency>?
· Yes
· No
· I have never heard of the <name national medicines agency>

3. Have you ever reported a side-effect to:
	
	Yes
	No
	Not applicable / don't
know

	a. Your general practitioner
	· 
	· 
	· 

	b. Your medical specialist
	· 
	· 
	· 

	c. Your nurse/nurse-practitioner
	· 
	· 
	· 

	d. Your pharmacist
	· 
	· 
	· 

	e. <name national medicines agency>
	· 
	· 
	· 

	f. The pharmaceutical company that
makes the medicine
	· 
	· 
	· 



4. The <name national medicines agency> is the national agency in the <name country> that monitors the safety of medicines. We are interested in why you would report a side-effect to your national agency. Please indicate, to what extent you agree with the following statements.

I would report a side-effect to the national agency…

	
	Totally agree
	Agree
	Neither agree or
disagree
	Disagree
	Totally disagree

	a. … if I asked a healthcare professional
to report but he/she refused
	· 
	· 
	· 
	· 
	· 

	b. … if the report will not be linked to my
medical notes to which healthcare professionals have access
	· 
	· 
	· 
	· 
	· 

	c. … if the side-effect was severe
	· 
	· 
	· 
	· 
	· 

	d. … if the side-effect lasts for a relatively long period (for instance more than two/three days)
	· 
	· 
	· 
	· 
	· 

	e. … if the side-effect has not yet been
resolved
	· 
	· 
	· 
	· 
	· 

	f. … if the side-effect influences my daily
activities
	· 
	· 
	· 
	· 
	· 

	g. … if I am worried about my own situation
	· 
	· 
	· 
	· 
	· 

	h. … if the side-effect is not mentioned in the patient information leaflet
	· 
	· 
	· 
	· 
	· 

	i. … if I am completely sure that the symptom is a side-effect of my medicine
	· 
	· 
	· 
	· 
	· 

	j. … if I have purchased the medicine on the internet, not in the pharmacy
	· 
	· 
	· 
	· 
	· 

	k. … if completing the report takes only a few minutes of my time
	· 
	· 
	· 
	· 
	· 

	l. … if the side-effect is caused by a medicine prescribed by a healthcare professional
	· 
	· 
	· 
	· 
	· 

	m. …if the side-effect is caused by a medicine that I use without a prescription from a healthcare professional
	· 
	· 
	· 
	· 
	· 



Other factors would motivate me, namely...
[…]

5. What type of feedback would you like to receive after submitting a side-effect?
Please tick all that apply
· That the report has been successfully sent
· Summary of reports about the same medicine
· Tips about how to alleviate or reduce/soothe the symptoms
· The likelihood that the symptom is indeed a side-effect caused by the medicine
· Other, please specify…
· I do not want to receive any feedback

6. If you would like to receive a summary of reports about the same medicine, which aspects should this summary include?
Please tick all that apply
· The number of previous reports
· The number of severe (serious) side-effects
· The gender of the person the side-effect has been reported for
· The age of the person the side-effect has been reported for
· A list with all the specific side-effects reported for the medicine
· Other, please specify…
· Not applicable

7. In special situations, the national agency may need additional information about reported side-effects. Would you be willing to answer further questions after sending a report?
· Yes
· Maybe
· No
· Don’t know

8. In your opinion, what are the benefits of reporting side effects directly to the national agency?
Please tick all that apply
· I can offer my perspective by describing my own experience
· I can contribute to the safety of medicines
· I can share my experience for the benefit of others
· I can report independently of healthcare professionals
· I can report side effects that I’m embarrassed to discuss with healthcare professionals
· Other, please write your thoughts here…
· None

9. What are in your opinion the drawbacks of reporting side effects directly to the national agency?
Please tick all that apply
· I do not know how to report
· I do not know what happens with my report after I report
· Reporting is too complicated or time-consuming
· There is no direct benefit for me personally from reporting
· I do not want to share my personal data
· I do not want to be contacted after I report
· Other, please write your thoughts here…
· None

10. How likely are you to report a side-effect through each of the following channels?
a. Paper-based form


Not likely at all										Very likely

b. Web-based form


Not likely at all										Very likely

c. App


Not likely at all										Very likely

Comments
[…]




Screen 3

Your opinion

1. In general, how interested would you be in an app of the <name national medicines agency>…
	
	Not interested at all
	Somewhat interested
	Interested
	Very interested
	Don’t know

	a. … for you to report side-effects of medicines?
	· 
	· 
	· 
	· 
	· 

	b. … for you to receive safety
information about medicines?
	· 
	· 
	· 
	· 
	· 

	c. ... that you can use for both, reporting side-effects and receiving safety information?
	· 
	· 
	· 
	· 
	· 



2. Please, think about an app that you can use for both, reporting side-effects and receiving safety information. Which other functions would you like in such an app?
Please tick all that apply
· Option to store your list of medicines
· A reminder to take your medicines
· Patient information leaflet of medicines (that is, information about when it is indicated, contraindicated, side-effects, etc.)
· Learn from other patient experiences with a specific medicine
· An overview of side-effects previously reported by others (patients and healthcare professionals)
· Chat about my own experiences with a specific medicine with others
· Information on where to get help (for instance; help line, specialised services e.g. Poison Information Centres)
· Option to report medicine defects (e.g. colour change)
· Other, please write here your thoughts…
· No other functions

3. How should an app for you to report side-effects and receive safety information of medicines be protected?
· Entering an e-mail address and password each time you open the app
· Automatic login after entering your e-mail address and password once
· Other, please specify…

4. How likely are you to download a free, limited space taking app to report side-effects and receive safety information of medicines on your device?
· Very likely
· Moderately likely
· Slightly likely
· Not at all likely

5. Are you aware of the existence of the <name of the app> app?
· Yes, I have heard about it
· Yes, I have downloaded it/use it
· No, I’m not aware of that app

Comments
[…]



Screen 4

Report side-effects through an app of the <name national medicines agency>

1. What are the likely benefits for you in using this app?
Please tick all that apply
· Easier access to the form to report side-effects
· A faster way to report side-effects
· The option to store my previously reported side-effects
· The possibility to continue an unfinished report at a later moment
· The possibility to complete a report offline and send it later when I have internet access
· The option to upload a photo (e.g. of my symptom/reaction or medicine)
· I do not want to use an app to report side-effects to the national agency; i.e. <name national medicines agency>
· Other, please write your thoughts here…
· None

2. If you reported a side-effect through an app, would you also like the report to be sent to:
	
	Yes, always
	Only if I indicate
this in the report
	No
	Not applicable /
don’t know

	a. Your general practitioner
	· 
	· 
	· 
	· 

	b. Your medical specialist
	· 
	· 
	· 
	· 

	c. Your nurse/nurse-practitioner
	· 
	· 
	· 
	· 

	d. Your pharmacist
	· 
	· 
	· 
	· 

	e. The pharmaceutical company that makes the medicine
	· 
	· 
	· 
	· 



3. Would you still discuss the side-effect with your healthcare professional at a next visit if your report through an app was not automatically sent to your healthcare professional?
· Yes
· No
· Don’t know

Comments
[…]


Screen 5

Safety information – News items in an app of the <name national medicines agency>

1. What type of news about medicines would be useful to you in an app?
Please tick all that apply
· Safety updates, that is each newly identified, severe side-effect of a medicine
· New approved uses of a medicine
· Whether review of a medicine is ongoing (review of whether the benefits of a medicine still outweighs the risk)
· Medicines that are temporarily out of stock
· Newly identified interactions between medicines
· Any changes in the medicine information leaflet (e.g. dosing, way of taking the medicine, side-effects)
· News on how to take or to store the medicine
· Experiences (good and bad) of other users of the medicine who also use the app
· Other, please specify…
· I do not want to receive safety information through an app

2. For which medicines would you like to receive news?
· The medicines that are prescribed to me (by selecting the medicines in the app)
· All medicines to treat the disease(s) that I have (by selecting the diseases in the app)
· All medicines I am interested in
· All approved marketed medicines
· Other, please specify…
· Not applicable

3. What are the likely benefits for you in using an app of the <name national medicines agency> to receive safety information?
Please tick all that apply
· It will increase my knowledge about the safety of medicines
· It will keep me up-to-date with the latest news about the safety of medicines
· The possibility to receive notifications when there is new safety information
· To check whether a symptom I experience has been reported previously as a side-effect of the medicine I use
· The option to select the medicines that I would like safety information about
· That I do not have to contact my healthcare professional with every symptom I experience
· It will give me confidence when talking to my healthcare provider about side-effects
· I do not want to use an app to receive safety information
· Other, please write your thoughts here…
· None

Comments
[…]








Screen 6

General questions

1. What is your age?
… years

2. What is your gender?
· Male
· Female
· Other/prefer not to say

3. What is your highest level of education completed?
· No formal education or below
· Primary education
· Lower secondary education
· Upper secondary education
· Post-secondary but nontertiary education
· First stage of tertiary education (short-cycle, bachelor or equivalent)
· Second stage of tertiary education (master level, doctoral level or equivalent)

4. In which country do you currently live?
[dropdown box with … and European countries]

5. Which of the following diseases/illnesses/conditions have you been diagnosed with?
Please tick all that apply
· Asthma (allergic asthma included)
· Chronic bronchitis, chronic obstructive pulmonary disease, emphysema
· Myocardial infarction
· Coronary heart disease (angina pectoris)
· High blood pressure (hypertension)
· Stroke (cerebral haemorrhage, cerebral thrombosis)
· Rheumatoid arthritis (inflammation of the joints)
· Osteoarthritis (arthrosis, joint degeneration)
· Low back disorder or other chronic back defect
· Neck disorder or other chronic neck defect
· Diabetes
· Allergy, such as rhinitis, eye inflammation, dermatitis, food allergy or other (allergic asthma excluded)
· Stomach ulcer (gastric or duodenal ulcer)
· Cirrhosis of the liver, liver dysfunction
· Cancer (malignant tumour, also including leukaemia and lymphoma)
· Severe headache such as migraine
· Urinary incontinence, problems in controlling the bladder
· Chronic anxiety
· Chronic depression
· Other mental health problems
· Permanent injury or defect caused by an accident
· Epilepsy
· Multiple sclerosis
· HIV/AIDS
· Rare disease
· Other, please specify…
· None

6. How many different medicines are prescribed to you at the moment?
· 0
· 1
· 2
· 3
· 4
· 5 or more

7. How often do you use a health app?
· Daily
· Weekly
· Monthly or less often
· Never

8. What type of health apps have you used recently?
· Track how much activity/exercise I do
· Help me watch/improve what I eat
· Weight loss
· Show/teach me exercises
· Track a health measure (such as blood pressure, blood sugar)
· Track how much sleep I get
· Check my medical records/labs
· Help me relax (like a meditation or Yoga app)
· Keep a diary or log of my symptoms
· Help me stop a habit (such as smoking)
· Chat with my doctor/s or other healthcare professional
· Remind me to take my medication
· Access health information on symptoms, treatments, diagnoses, etc
· Other, please specify…
· I have not used any health app recently

Comments
[…]



Screen 7

Thank you for your participation

Would you like to receive the results of this study?
· Yes. Please provide the e-mail address to which the results can be sent: …
· No

Would you like to participate in a prize draw to win a €50,- coupon?
· Yes. Please provide an e-mail address here (you will only be contacted if you win): …
· No

We would be grateful for any additional comments you may have
[…]

Comments
[…]





