The Statin Duration Study
Online Survey on Statin Duration
[To be delivered by email/MyChart message to statin users with and without MI]
Q0. Are you currently taking Atorvastatin (at least some of the time)?  Y/N      If No  STOP
Q1. Do you know when you started taking Atorvastatin?
· I know the exact date 	 Q1a
· I can take a guess	 Q1b
· I don’t have any idea	 Q1c
Q1a. I started taking Atorvastatin on: ___/___/______ 				 Q2
Q1b. I think it was between _[year]_ and _[year]_; my best guess is _[year]_ 	 Q2
Q1c. I don’t know, but if I HAD to take a guess, I’d say _[year]_		 Q2

Q2. Do you ever forget to take your Atorvastatin?						Y/N
Q3. Do you ever have problems remembering to take your Atorvastatin?  			Y/N
Q4. When you feel better, do you sometimes stop taking your Atorvastatin?		Y/N
Q5. Sometimes if you feel worse when you take your Atorvastatin, do you stop taking it? 	Y/N
Q6. Considering all the time since you started taking Atorvastatin, what percent of the time did you forget or otherwise miss taking it?  Just take your best guess: ___%

Data Dictionary
	Q#
	Variable name
	Variable type
	Label
	Allowed values – Value labels
	Notes

	0
	current
	Binary
	Currently taking a statin?
	0- No
1- Yes
	If they answer no, they are not eligible

	1
	knowwhen
	Integer
	Do you know when you started taking?
	1- Exact Date
2- Take a Guess
3- No idea
	Determines how start date is queried

	1a
	startdate
	String10
	Date statin started
	Dates in past
	

	1b
	minstartyear
	Integer
	Earliest start year
	1900-2016
	

	1b
	maxstartyear
	Integer
	Lastest start year
	1900-2016
	

	1b, 1c
	beststartyear
	Integer
	Best guess start year
	1900-2016
	

	1c
	beststartyear2
	Integer
	Best guess start year
	1900-2016
	

	2
	everforget
	Binary
	Ever forget taking?
	0- No
1- Yes
	MMAS-4

	3
	[bookmark: _GoBack]probremember
	Binary
	Ever have problems remembering?
	0- No
1- Yes
	MMAS-4

	4
	stoptakingbetter
	Binary
	Stop taking when feel better
	0- No
1- Yes
	MMAS-4

	5
	stoptakingworse
	Binary
	Stop taking when feel worse
	0- No
1- Yes
	MMAS-4

	6
	percentmiss
	Integer
	Percent time missed or forgotten?
	0-100
	


MMAS-4– 4-Question version of the Moritsky Medication Adherence Scale
Mark Pletcher, Assignment 6

Data Management Plan
We will use REDCap to create the form and deliver individualized links to patients.  The individualized links will include linkage identifiers allowing us to link survey data to data from the electronic health records.  Patients will click on the link in their email (or MyChart message), go directly to the survey, and fill it out themselves.  They will have access to a telephone number, staffed 9am-5pm on weekdays, where they can get support and have questions answered as needed.
We will use the REDCap installation maintained by the San Francisco Coordinating Center (SFCC), and will store the REDCap data on SFCC servers.  These servers are maintained behind a firewall in a secure server room; all servers are backed up regularly off-site.  
Data from the electronic health records from participating medical centers (for the participants meeting case or control criteria and who are sampled for participation in the study) will be transferred to the SFCC network through a secure FTP site.  The details of this transfer will be defined by data transfer agreements that will be developed and executed by UCSF and the participating medical centers.  These data will be stored on SFCC servers in data tables that also include the linkage identifier such that the data can be linked with the survey data.
Because emailed invitations to join the study will be delivered by personnel at each participating institution, no personally identifying information will be collected by UCSF research personnel or stored on SFCC servers.  The participating institutions will maintain a key between the linkage identifiers provided to UCSF and the medical record numbers of patients invited to fill out the survey, in case questions arise as to the fidelity of the linkage between the survey and electronic health record; but these questions will be handled in an individual patient basis, and the key table will thus only need to reside locally at participating institutions (i.e., not sent to UCSF). 


Proposed email invitation text – NOT a part of the Assignment
 (Note: underlined items to be auto-completed via mail-merge functionality)

Dear Mr./Ms. Xxxxxx – 
Based on the medical care you have received at the University of California, San Francisco, you have been selected to participate in “The Statin Duration Study”, a study funded by the National Institutes of Health that will compare adherence to statins and duration of use among healthy patients and patients with different types of medical conditions.  
Your medical records indicate that you have recently filled a prescription for Atorvastatin, also known as Lipitor.  The goal of the study is to determine whether it matters how often and for how long you have been taking this medication.  
The survey link below will take you to an online survey.  We estimate it takes about 5 minutes to complete the survey.  We will keep your data private and secure, and use it only for research.  Your name and other identifying information will not be shared outside of the research team.  
[Take the survey]
You can learn more about the study and study investigators [here].

