PARTNERS HUMAN RESEARCH QUALITY IMPROVEMENT PROGRAM
GUIDANCE FOR CLINICAL RESEARCH
SUBJECTS LOST TO FOLLOW-UP
I. PURPOSE

Subject follow-up must be done at the time points specified by the protocol and only after the subject has signed an informed consent and HIPAA authorization. The purpose of this guidance is to assist sites with ensuring subject compliance in this area.  The following are tips that can facilitate the process.
II. RECOMMENDATIONS
To prevent losing subjects to follow-up:
·  Update contact information at every visit.
· Find out if subjects expect to move within the next 6 months.
· Ask for any new phone numbers, including cell phone numbers.
· Always ask subjects if they have cell phones or if they prefer communicating by e-mail. Some subjects prefer the latter.
· Check the address and phone number of the person listed as their emergency contact at each visit.  This often changes.
· Use a subject contact info log: This page should contain name, address, spouse or other emergency contact info, date of birth, all phone numbers, primary and other physicians, pharmacy information, medical records number, and subject study ID.
· If possible, phone the subject at different times of the day in order to speak with them in person and on weekends for reminder visits.  
· Ask subjects if they have a second residence. If yes, get numbers for this residence.
· Send a letter with checkboxes and areas for reporting hospital admissions, endpoints, or medical changes as described in the protocol. Always provide a pre-addressed, stamped envelope (see sample patient follow-up letter).
If Problem reaching subject continues:
· Check the Internet or your local vital statistics department for death status. Check the obituaries of your local newspaper.
· Check clinic charts, hospital records, home health agencies, and the family physician, to see when the patient was seen last.
Consider: 
· If subject works, can he/she receive personal phone calls at that number?
· For all numbers, can a message be left?
· If there are problems reaching the subject, leave your name and number with the follow-up person and tell them the subject may call you back and can leave their contact information via voicemail even when the office is closed.
Sample Subject Follow-up Letter
[date]

[Subject name and address]

Dear _________,

It has been 6 months since you agreed to participate in the ____________ study. On the following page are the few follow-up questions we have in regards to how your health has been since your [treatment, drug, device] on [month/date/year]. Please complete and return the following page in the enclosed postage-paid envelope. We will be contacting you again in [number] months.

Thank you for your participation in this important [registry, study]. If you have any questions regarding your participation, please do not hesitate to contact me at _____________or _________________________________at __________________.  Please note, if we don't receive the attached questionnaire back from you within 4 weeks, we will make several attempts to contact you by phone.  If we are unable to reach you, we will assume that you no longer want to participate in this study and we will withdraw you form the study.
Thank you.

[Subject name]

Since your [treatment, drug, device] on [month/date/year], have any of the following events happened?

[Enter study-specific information, such as hospitalizations, surgeries, health conditions, adverse events/serious adverse events, or endpoints. The following is an example.]

Heart attack




YES

NO

Additional heart cath or stent


YES

NO

Bypass surgery



YES

NO

Any problems with the stent placed [date]
YES

NO

Any surgery other than bypass

YES

NO







If yes, list: ___________________________

[Enter any study-specific treatments, medications, or other following the example below.]

If you answer NO to any of the following, please list the approximate stop date and reason.

Are you still taking {Study medication}?


YES

NO  


If no:
Stop date: ________________________



Reason: _____________________________________________________

Signed:


Date:


