TEMPLATE – Card Study Protocol – Participating Clinics
The following template includes detailed instructions for clinics participating in card studies with the Network Coordinating Center, roles and responsibilities of clinic personnel, and frequently asked questions. Card studies co-developed with network members should adhere to regular review and approval practices with the Network Governing Board, and all relevant Network policies and procedures (e.g., publication). The bulk of the work of a card study is accomplished by the Network Coordinating Center. To simplify the protocol for clinics, the protocol is divided into two parts for clinics and Coordinating Center. This template aligns with the SOP – Card Study Protocol – Network Coordinating Center and other tools and resources in the Card Study Toolkit.

Suggestion: before using this template to create a card study protocol, collaborate with members of the Network Governing Board to refine the template to ensure feasibility and acceptability among prospective clinics. Each protocol can be adapted, but creating a master template can address common, network-specific issues likely to be found in any card study.

SOP - Card Study Protocol – Participating Clinics

[STUDY TITLE] Study Protocol

[ORGANIZATION]
[DEPARTMENT]

Principal Investigator:
[NAME, EMAIL]
Co-PI
[NAME, EMAIL]
Study Coordinator:
 [NAME, EMAIL]

BACKGROUND, AIMS, OBJECTIVES
 [Describe study here]

PROTOCOL SUMMARY
Summary of study protocol for a patient card study: CUSTOMIZE, AS APPROPRIATE
The survey will be distributed by front desk staff to adult patients as they check-in for their appointment. The survey should be given to ALL adult patients (18+) who come to the clinic for a visit during the data collection period (except for those who are under the age of 18, have already completed the card survey, or LIST EXCEPTIONS HERE). The study is voluntary and patients do not have to fill out the survey. 

The surveys you receive are bundled into packs of XX. Each survey form has a unique number printed on the bottom of the form. This numbering system will help us to track the response rate. Please keep surveys in the bundles and distribute them from the bundled stacks. This will keep all the UNUSED surveys together and separate from those that have been handed out. The survey is to be distributed for X weeks (e.g. XX days).

ROLES & RESPONSIBILITIES
Clinic Champion or Leader
· Determine what approvals/processes need to happen to conduct the study in the clinic. Follow these processes to get approval, as necessary.
· Determine how/who will talk to front desk staff about the addition of this protocol to their workflow
· Meet with front desk staff to train on the protocol
· Complete tracking sheet every day
· Patient screening (e.g., check date of birth, multiple visits scheduled during data collection period)
· Supply front desk staff with materials (blank surveys, collection box) and instructions. 
· Ensure the study is carried out:
· Make sure front desk staff (and others as appropriate) understand the study protocol
· Make sure front desk staff start and stop distributing the survey on the appropriate days
· Ensure surveys are being handed out to all eligible patients by front desk staff
Front Desk Staff
· Hand surveys to eligible patients
· Collect completed surveys from the collection box
· Update the survey tracker (see TEMPLATE Survey Tracker)
· Make & keep copies (paper or scanned pdf document) of completed forms
· Return completed forms to the Study Coordinator
STUDY PROTOCOL
Each Data (Survey) Collection Day
1. Place collection box(s) at locations convenient for patients to drop in completed surveys
2. Distribute surveys to all eligible patients, instructing them to drop completed surveys in a collection box. 
a. Why is a drop box important? A drop box ensures anonymity of the survey, rather than having patients return the form to the front desk with other paperwork that has their name on it
b. Example script for front desk staff: “[clinic name] is taking part in an anonymous research study. Here is the survey to fill out if you want to. Please don’t put your name on it. When you’re done, please put it in the box located [xxxx]. If you don’t want to fill it out, please put it in the trash or recycle bin.”
3. If a patient does not want to participate and hands it back to the front desk, throw away or recycle the unused survey. Do NOT put the patient’s refused form back into the bundle of UNUSED surveys.
a. Why is this important? This is important because the survey is designated for each person, and we will know how many patients were eligible to fill out the survey. We’ll also know how many patients were given surveys but did not complete them (number of refusals). This will allow us to calculate the study response rate.
4. Collect surveys from the collection box at the end of the day
5. Complete the study tracking sheet every day.
a. On each day, record the survey IDs of the first through the last survey handed out. Fill in the date and indicate whether each survey was completed, returned blank, or never used. 
b. Patients who opted to take the survey home should be counted as “returned blank.” 
6. Retain completed surveys
7. Repeat steps 1-6 for each data collection day
Within 2 Weeks of the Last Data Collection Day
1. Collect ALL surveys (whether they’re complete or blank) and ALL UNUSED forms. Keep UNUSED forms bundled separately and label as UNUSED.
2. Make copies (paper or scanned to pdf document) of completed surveys
· Using the original shipping container, send completed surveys, tracking sheet, and supplies (e.g., collection boxes) to the Study Coordinator (original copies). Use the Return Shipment Checklist to confirm contents before shipping (see TEMPLATE- Distribution & Return Shipment Contents Lists)
3. Email the Study Coordinator information about how many surveys were distributed during the study period, or an estimate of how many adult patient visits occurred during the study period.
4. Retain copies of completed surveys until confirmation the originals have been received by the NETWORK Coordinating Center





PROTOCOL FAQS

Q. What should we do with completed or partially completed surveys that we find in other places (in the waiting room, exam rooms, etc.)?
A. Please put any forms that have been handed out into the collection box whether they are completed or not. 

Q. What should we do with blank surveys that we find in other places (in the waiting room, exam rooms, etc.)?
A. Please put blank forms that have been handed out to patients in the trash or recycling. Do NOT return these forms to the bundle of unused forms. This helps us know that the form was offered to the patient and the patient did not complete it.  

Q. Can we re-use the blank surveys refused by a previous patient? 
A. No. Please do not re-use the blank forms. If you re-use the forms that were handed out to patients and not completed, we won’t get an accurate estimate of the response rate.   

Q. What if a patient won’t even take the form from the front desk? 
A. Please have the staff take their form out of the bundle of UNUSED forms and throw it away or recycle it.  Please do not leave the form in the UNUSED bundle. 

Q. What if the patient needs a language interpreter? 
A. Printed English and Spanish versions of the survey can be provided to clinics at the beginning of the study. Use of interpreters for other languages is optional and at the discretion of participating clinics.

REFERENCED RESOURCES & TOOLS
· TEMPLATE- Distribution & Return Shipment Contents Lists
· TEMPLATE Survey Tracker


