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Before Enrolling a Patient
1. Familiarize yourself, colleagues, and clinic staff with the Inclusion / Exclusion Criteria 

2. Prepare and provide the residents quick reference I/E study criteria laminated cards 

3. Hold weekly and/or monthly conversations with department colleagues regarding open studies, current patients and treatment plans

4. Before enrolling a patient into a study, eliminate all obvious conflicts:
a. No fixed address 
b. Plans to move out of the area within the year or in a fluctuant living situation
c. Lives further than an hour away
d. Active substance abuse or addiction
e. Intoxicated
f. Psychiatric problems
g. Current or pending incarceration
h. Minimal or non-English speaking 

i. Hesitant to commit 
j. Family member not supportive of participation

5. Explain in detail the study commitments and discomforts to participate in the study:

a. Stress how long the patient will need follow up (the number and frequency of the visits) 
b. Explain the type and quantity of outcome forms that the patient has to complete per visit

c. Explain how much time is involved in completing the outcome forms
d. Explain any radiographic studies that may be required
e. Ask the patient “what about these commitments seems most challenging?”
f. Ask the patient if they have any questions about the study procedures, time commitment, or concerns regarding the study
g. Use pictures or diagrams to describe the injury and study interventions
h. Describe in detail the patients personal benefit to participating in the study

After Consenting a Patient
1. Contact Information:

a. Obtain at least two alternate contacts and information, (friend or family that do not live with patient) including:

i. Alternate name

ii. Alternate phone number
b. Obtain more than a cell phone number (i.e. home or office)
c. Ask for an email address
d. Confirm the alternate and patient information at every follow up visit
e. Note any changes to alternate and patient information at follow up visits
2. Obtain name and phone number of primary care doctor.
3. Prior to hospital / clinic discharge:

a. Have the PI meet with the patient to emphasize how the study will help future patients, and  

b. Stress the importance of returning for all follow-up visits
c. Encourage patient to contact the study coordinator with questions or concerns regarding the study,  their injury, or appointments:

i. Offer Study Coordinator contact cards in addition to the ICF

4. Follow-up visits:
a. Schedule day and time that best accommodates patient  
b. Contact patient between visits (i.e. every 6 months) to combat lost to f/u time
c. Change the appointment if it is not convenient

d. Schedule the patient with the same doctor (PI) to build trust and preempt disagreements in care with staff.
e. Limit follow-up visit wait time:

i. Patient can complete questionnaires while waiting, shortening the length of visit
ii. Prepare research staff to be aware of research patients upon sign in
iii. Escort patient to x-ray to ensure the films are good
5. Track all written correspondence and phone calls to the patient including:

a. Appointment reminder calls, emails, or mailings
b. Missed appointment calls

If Patient Becomes Lost to Follow-up
1. Determine ahead of time, how many times the coordinator will call the patient 

a. Once prior to appointment, once immediately after, every week for one month, etc.

2. Continue to contact lost patients:
a. Call patients in the evening and weekends
b. Call alternate contacts in the evening and weekends
3. Check with other departments to see if patient has kept other appointments
4.  If you are able to speak with patient:

a. Encourage patient to continue in the study
b. Negotiate: 
i. Offer to reduce demands of study: i.e. do not complete quality-of-life questionnaires by following primary events only. 
5. Track all attempts to contact and negotiate with the patient, including patient responses for not wanting to continue in the study or with care
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