	
Adherence Potential and Patient Preference in Prescription Drug Promotion Appendix A

Pretest Study Questionnaire

OMB Control number  0910-xxxx
Expiration Date: xx/xx/xxxx

Paperwork Reduction Act Statement:  The Paperwork Reduction Act of 1995 provides that an agency may not conduct or sponsor, and a person is not required to respond to a collection of information unless it displays a valid OMB control number.  The valid OMB control number for this information collection is 0910-xxxx.  The time required to complete this information collection is estimated to average 15 minutes per response.

Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden to PRAStaff@fda.hhs.gov.

[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK OF ALL]
[SINGLE PUNCH]
Q1. We care about the quality of our survey data.  For us to get the most accurate measures of your opinions, it is important that you provide thoughtful answers to each question in this survey.  Do you commit to providing thoughtful answers to the survey items?
[bookmark: _Hlk133474862]1 I can’t promise either way [TERMINATE]
2 Yes, I will [GO TO THE STIMULI SCREEN]
3 No, I will not [TERMINATE]
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: RANDOMIZATION OCCURS HERE BASED ON THE EXCEL RANDOMIZATION SCHEME]
	[bookmark: _Hlk139031503]Implied Adherence Claim (Present/Absent)
	Preference Claim
(Present/Absent)
	Disclosure
(Present/Absent)
	Experimental Condition

	Present
	Present
	Present
	1

	Present
	Present
	Absent
	2

	Present
	Absent
	Present
	3

	Present
	Absent
	Absent
	4

	Absent
	Present
	Present
	5

	Absent
	Present
	Absent
	6

	Absent
	Absent
	Present
	7

	Absent
	Absent
	Absent
	8



On the next screen, you will see a picture of a web page for a new prescription drug. 
To make drug websites more helpful, we want to learn about how {CONSUMER people/ HCP healthcare providers} think about drug information. 
Please take as much time as you need to read the information on the web page. Once you advance past the web page, you will not be able to return to it.  Please make sure you have reviewed the entire web page before advancing. Keep in mind you may need to scroll down to see the entire page.
Once you finish viewing the web page, you can continue to move forward after at least 60 seconds have passed. 
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: SHOW STIMULUS HERE]
[PROGRAMMING NOTE: 60-SECOND PAUSE ON THE STIMULUS FOR BOTH HCPS AND CONSUMERS]
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK OF ALL]
[SINGLE PUNCH]
Q2. Were you able to view the web page for FENTIVA?
1 Yes [GO TO Q3]
2 No [TERMINATE]
[----------------------------------------New screen----------------------------------------] 
[GIST COMPREHENSION]

[PROGRAMMING NOTE: For remaining questions, if respondent does not provide a response, prompt with, “Are you sure you don’t want to provide a response?” before allowing to continue.]

Please indicate whether you think the statement below is true or false about FENTIVA based on the information you saw on the web page. [PROGRAMMING NOTE: KEEP THIS TEXT AT THE TOP OF THE PAGE FOR Q3-Q5] 

[PROGRAMMING NOTE: ASK Q3 OF ALL]
[SINGLE PUNCH]
Q3. Patients need only one FENTIVA dose every year.
1 True
2 False
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q4 OF ALL]
[SINGLE PUNCH]
Q4. FENTIVA is given as an injection under the skin. 
1 True
2 False
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q5 OF ALL]
[SINGLE PUNCH]
Q5. If patients respond well to their first FENTIVA injection, they will not need another.
1 True
2 False
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q6 OF ALL]
[SINGLE PUNCH]
Q6. Please indicate which of the phrases below best completes this statement about FENTIVA, based on what you read on the website.  
Patients who choose monthly FENTIVA injections are _____ to follow their treatment plan compared to those who choose oral medications.
1 Less likely 
2 Equally likely
3 More likely
4 None of the above; there is not enough information to know
[----------------------------------------New screen----------------------------------------] 
[RECALL/RECOGNITION]
This question asks about information that may or may not have been on the web page.  Was the statement below mentioned on the web page?’ [PROGRAMMING NOTE: KEEP THIS TEXT AT THE TOP OF PAGE FOR Q7-Q14]
[PROGRAMMING NOTE: RANDOMIZE ORDER OF Q7-Q11]
[PROGRAMMING NOTE: RANDOMIZE THE ORDER OF THE Q7-Q14 SET SUCH THAT HALF OF THE SAMPLE SEES Q7-Q14 AS SHOWN HERE – AFTER Q6 - AND HALF OF THE SAMPLE SEES Q7-Q14 AFTER Q28]

[PROGRAMMING NOTE: ASK Q7 OF ALL]
[SINGLE PUNCH]
Q7. “FENTIVA is used along with diet and exercise to control blood sugar.”
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q8 OF ALL]
[SINGLE PUNCH]
Q8. “FENTIVA is available without a prescription.” [FOIL]
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q9 OF ALL]
[SINGLE PUNCH]
Q9. “FENTIVA is not for people with type 1 diabetes.”
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q10 OF ALL]
[SINGLE PUNCH]
[bookmark: _Hlk133413820]Q10. “FENTIVA is taken once weekly.” [FOIL]
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q11 OF ALL]
[SINGLE PUNCH]
Q11. “Doctors prefer FENTIVA over other medications for patients who need to control their blood sugar.” [FOIL]
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q12 OF ALL]
[SINGLE PUNCH]
Q12. “Patients prefer once-monthly FENTIVA injections over daily tablets.”
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q13 OF ALL]
[SINGLE PUNCH]
Q13. “With once-monthly FENTIVA injections, I no longer have to think about taking medication every day.” 
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q14_C OF ALL CONSUMERS]
[SINGLE PUNCH]
Q14_C. “There is no evidence that patients who choose once-monthly FENTIVA injections are more likely to follow their prescribed treatment plan compared to those who choose daily tablets.”
1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q14_P OF ALL HCPS]
[SINGLE PUNCH]
Q14_P. “There is no clinical evidence suggesting better treatment adherence with once-monthly FENTIVA injections compared to daily tablets.” 

1 Mentioned on web page
2 Not mentioned on web page
[----------------------------------------New screen----------------------------------------] 
[PERCEIVED BENEFIT – MAGNITUDE AND LIKELIHOOD]
[PROGRAMMING NOTE: ASK Q15 OF ALL] 
[SINGLE PUNCH]
Q15. How much do you think FENTIVA injections would help control blood sugar for adults with type 2 diabetes?
	1
Would not help at all
	2
	3
	4
	5
	6
Would help very much



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q16 OF ALL] 
[SINGLE PUNCH]
Q16. How likely is it that FENTIVA injections would help control blood sugar for adults with type 2 diabetes?
	1
Not at all likely
	2
	3
	4
	5
	6
Extremely likely


[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q17 OF ALL] 
[SINGLE PUNCH]
Q17. Please answer the following question based on what you think is true about FENTIVA.  
Compared to other injections for diabetes, how effective are FENTIVA monthly injections at controlling blood sugar for adults with type 2 diabetes?
	1
Much less effective
	2
	3
About the same
	4
	5
Much more effective



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q18 OF ALL] 
[SINGLE PUNCH]
Q18. Please answer the following question based on what you think is true about FENTIVA.  
Compared to daily oral medications, how effective are FENTIVA monthly injections at controlling blood sugar for adults with type 2 diabetes?
	1
Much less effective
	2
	3
About the same
	4
	5
Much more effective



[----------------------------------------New screen----------------------------------------] 
[PERCEIVED RISK LIKELIHOOD]
[PROGRAMMING NOTE: ASK Q19 OF ALL] 
[SINGLE PUNCH]
Q19. How likely is it that people who take FENTIVA monthly injections will experience at least one side effect from the medication?
	1
Not at all likely
	2
	3
	4
	5
	6
Extremely likely



[----------------------------------------New screen----------------------------------------] 
[PERCEIVED SEVERITY]
[PROGRAMMING NOTE: ASK Q20 OF ALL] 
[SINGLE PUNCH]
Q20. How serious are FENTIVA monthly injections’ side effects?
	1
Not at all serious
	2
	3
	4
	5
	6
Extremely serious



[----------------------------------------New screen----------------------------------------] 
[PERCEIVED SAFETY]
[PROGRAMMING NOTE: ASK Q21 OF ALL] 
[SINGLE PUNCH]
Q21. FENTIVA monthly injections are safer than other prescription drugs that treat type 2 diabetes.
	1
Strongly disagree
	2
	3
	4
	5
	6
Strongly agree



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q22 OF ALL] 
[SINGLE PUNCH]
[bookmark: _Hlk135225843]Q22. In your opinion, which is true about FENTIVA monthly injections?
1 The benefits are larger than the risks
2 The benefits and risks are the same
3     The risks are larger than the benefits
[----------------------------------------New screen----------------------------------------] 
[PERCEIVED ADHERENCE (as easy)]
[PROGRAMMING NOTE: ASK Q23 OF ALL] 
[SINGLE PUNCH]
Q23. Please give your opinion about FENTIVA.
[bookmark: _Hlk135226009]Compared to other daily prescription drugs that treat type 2 diabetes, how hard or easy are FENTIVA monthly injections to take?
	[bookmark: _Hlk135226035]1
Much harder
	2
	3
	4
	5
	6
Much easier



[----------------------------------------New screen----------------------------------------] 
[PEREIVED ADHERENCE (convenience)]
[PROGRAMMING NOTE: ASK Q24 OF ALL] 
[SINGLE PUNCH]
Q24. Please give your opinion about FENTIVA.
Compared to other daily prescription drugs that treat type 2 diabetes, how less or more convenient are FENTIVA monthly injections to take?
	1
Much less convenient
	2
	3
	4
	5
	6
Much more convenient



[----------------------------------------New screen----------------------------------------] 
[INTENTION]
[PROGRAMMING NOTE: ASK Q25_C OF ALL CONSUMERS] 
[SINGLE PUNCH]
Q25_C. If I had to take a prescription drug to help with type 2 diabetes, I would consider talking with my doctor about FENTIVA monthly injections.
	1
Strongly disagree 
	2
	3
	4
	5
	6
Strongly
agree



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q25_P OF ALL HCPS] 
[SINGLE PUNCH]
Q25_P. If I had a patient with type 2 diabetes, I would consider talking with my patient about prescribing FENTIVA monthly injections.
	1
Strongly disagree 
	2
	3
	4
	5
	6
Strongly
agree



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q26_C OF ALL CONSUMERS] 
[SINGLE PUNCH]
Q26_C. If I had to take a prescription drug to help with type 2 diabetes, I would consider taking FENTIVA monthly injections.
	1
Strongly disagree 
	2
	3
	4
	5
	6
Strongly
agree



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q26_P OF ALL HCPS] 
[SINGLE PUNCH]
Q26_P. If I had a patient with type 2 diabetes, I would consider prescribing FENTIVA monthly injections.
	1
Strongly disagree 
	2
	3
	4
	5
	6
Strongly
agree



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q27_C OF ALL CONSUMERS] 
[SINGLE PUNCH]
[bookmark: _Hlk135226116]Q27_C. Imagine your healthcare provider prescribed you FENTIVA monthly injections…
How likely would you get your FENTIVA injections every month, as prescribed?
	1
Not at all likely
	2
	3
	4
	5
	6
Extremely likely



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q27_P OF ALL HCPS] 
[SINGLE PUNCH]
[bookmark: _Hlk146539741]Q27_P. Imagine you prescribed FENTIVA monthly injections to your patients to treat their diabetes.
How likely do you think your patients would be to adhere to once-monthly FENTIVA injections, as prescribed?
	1
Not at all likely
	2
	3
	4
	5
	6
Extremely likely



[----------------------------------------New screen----------------------------------------] 
[ATTITUDES TOWARDS THE DRUG]
[PROGRAMMING NOTE: ASK Q28 OF ALL] 
[SINGLE PUNCH]
[bookmark: _Hlk135226388]Q28. Please rate how you feel about FENTIVA monthly injection. FENTIVA monthly injection is…
	1
An  inconvenient product
	2
	3
	4
	5
	6
A convenient product



	1
An unsafe product
	2
	3
	4
	5
	6
A safe product



	1
A useless product
	2
	3
	4
	5
	6
A useful product



[----------------------------------------New screen----------------------------------------] 
[GIST UNDERSTANDING (OPEN-ENDED)]

[PROGRAMMING NOTE: ASK Q29 IF EXPERIMENTAL CONDITON = 1, 3, 5, 7 (DISCLOSURE CONDITIONS)]

[TEXT BOX]
Q29. Summarize the meaning of the following statement that appeared on the web page, using your own words. Please respond thoughtfully.

[PROGRAMMING NOTE: SHOW IF PANEL = CONSUMERS] “There is no evidence that patients who choose once-monthly FENTIVA injections are more likely to follow their prescribed treatment plan compared to those who choose daily tablets.”
[PROGRAMMING NOTE: SHOW IF PANEL = HCP] “There is no clinical evidence suggesting better treatment adherence with once-monthly FENTIVA injection compared to daily tablets.”
	



[----------------------------------------New screen----------------------------------------] 
[ATTITUDES TOWARD CLAIM/DISCLOSURES]

[PROGRAMMING NOTE: ASK Q30 IF EXPERIMENTAL CONDITON = 1, 3, 5, 7 (DISCLOSURE CONDITIONS)]

[SINGLE PUNCH]
[PROGRAMMING NOTE: SHOW IF PANEL = CONSUMERS] “There is no evidence that patients who choose once-monthly FENTIVA injections are more likely to follow their prescribed treatment plan compared to those who choose daily tablets.”
[bookmark: _Hlk146534756][PROGRAMMING NOTE: SHOW IF PANEL = HCP] “There is no clinical evidence suggesting better treatment adherence with once-monthly FENTIVA injection compared to daily tablets.”
Q30. In my opinion, this statement is: 
	[bookmark: _Hlk135392905]1
Hard to understand
	2
	3
	4
	5
	6
Easy to understand

	1
Unimportant
	2
	3
	4
	5
	6
Important

	1
Not useful
	2
	3
	4
	5
	6
Useful


[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q31 IF EXPERIMENTAL CONDITON = 1, 2, 5, 6 (PREFERENCE CLAIM CONDITIONS)]

[SINGLE PUNCH]
Patients prefer once-monthly FENTIVA injections over daily tablets.
Q31. In my opinion, this statement is: 
	1
Hard to understand
	2
	3
	4
	5
	6
Easy to understand

	1
Unimportant
	2
	3
	4
	5
	6
Important

	1
Not useful
	2
	3
	4
	5
	6
Useful



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q32 IF EXPERIMENTAL CONDITON = 1, 2, 3, 4 (IMPLIED ADHERENCE CLAIM CONDITIONS)]

[SINGLE PUNCH]
[PROGRAMMING NOTE: SHOW STATEMENT IF PANEL = CONSUMER OR HCP] “With once-monthly FENTIVA injections, I no longer have to think about taking medication every day.”
Q32. In my opinion, this statement is: 
	1
Hard to understand
	2
	3
	4
	5
	6
Easy to understand

	1
Unimportant
	2
	3
	4
	5
	6
Important

	1
Not useful
	2
	3
	4
	5
	6
Useful


[----------------------------------------New screen----------------------------------------] 

[TRUST IN INFORMATION FROM PHARMACEUTICAL COMPANIES]
[PROGRAMMING NOTE: ASK Q33 OF ALL] 
[SINGLE PUNCH]
Q33. How much do you trust information provided by pharmaceutical companies about prescription drugs?
	[bookmark: _Hlk133422090]1
Not at all
	2
	3
	4
	5
	6
A lot



[bookmark: _Hlk133421885][----------------------------------------New screen----------------------------------------] 
[RX STATUS]
[PROGRAMMING NOTE: ASK Q34 OF ALL CONSUMERS] 
[MULTIPLE PUNCH]
[bookmark: _Hlk135226497]Q34. What are ways that you’ve taken a prescribed medicine in the past? Select all that apply.
1 Orally by mouth (such as a pill or tablet)
2 Injection (needle or pen)
3 Infusion (such as an IV)
4 Topical through the skin (such as ointment or cream)
5 Inhaled through the nose or mouth (such as an inhaler)
6 Other, please specify [TEXT BOX]
[bookmark: _Hlk133421957][----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q35 OF ALL CONSUMERS] 
[SINGLE PUNCH]
Q35. Have you ever taken a prescription drug for type 2 diabetes?
1 Yes, I am currently taking
2 Yes, I have in the past, but I am not currently taking
3 No, I have never taken
4 Don’t know 
[----------------------------------------New screen----------------------------------------] 
[FAMILIARITY WITH RX FOR TYPE 2 DIABETES]
[PROGRAMMING NOTE: ASK Q36 FOR ALL] 
[SINGLE PUNCH]
Q36. How familiar are you with prescription drugs or treatments for type 2 diabetes?
1 Not at all familiar
2 Somewhat familiar
3 Very familiar
[----------------------------------------New screen----------------------------------------] 
[SURVEY EXPERIENCE]
[PROGRAMMING NOTE: ASK Q37 OF ALL] 
[SINGLE PUNCH]
Q37. How would you rate your experience with taking this survey?
	1
Very negative
	2
	3
	4
	5
	6
Very positive



[----------------------------------------New screen----------------------------------------] 
[PROGRAMMING NOTE: ASK Q38 OF ALL] 
[TEXT BOX]
Q38. Please tell us the main reason for your score above or share additional thoughts you had about this survey. 
	



[----------------------------------------New screen----------------------------------------] 
[DEBRIEF]
[PROGRAMMING NOTE: SHOW DEBRIEF TO ALL] 
[bookmark: _Hlk146532134]FENTIVA is not a real product and is not available for prescription.  But the prescription drug website you saw resembles what you might see in a real prescription drug promotion. 
[CONSUMER] Please see your health care professional if you have questions about type 2 diabetes. 
Thank you very much for your participation!


2

