Establishing a forms tracking capability in MEDLOG

In the conduct of a controlled clinical trial it is necessary, or a least useful, to be able to track the entry, changes and verification of the case report forms.

While MEDLOG automatically records certain facts about each patient (date established, date last changed, etc.), it does not automatically keep track of the forms which are used with each patient.

Therefore, it is necessary for you to establish variables in your databank to keep track of the forms.  The suggestions below are meant to be a guide, and your requirements may dictate variations on this theme.

Suppose that each patient is expected to have five forms which correspond to enrollment, evaluation, procedure, and two follow-ups.  To simplify this discussion we will call these forms: FORM1, FORM2, FORM3, FORM4, and FORM5.  It is useful to know when each form is entered, changed and verified.

Therefore, we will use the Define program to create three new variables for each form.  For FORM1 they will be FORM1E, FORM1C and FORM1V.  They will be used to record the date that FORM1 was entered, changed and verified.  The same thing should be done for the other forms, making a total of 15 new variables.  All of these variables are time-invariant, DATE type variables.

The Form program can set the values of these variables in the normal process of entering, changing or verifying the data.  We will do that at the conclusion of a form by adding some processing to the [!END] field .  Here is how that addition would look in FORM1:

!fields

[!end] begin;

   if _VERIFY_ = 0 then FORM1C = ‘_TODAY_’;

   if FORM1E = ? then FORM1 = ‘_TODAY_’;

   if _VERIFY_ = 1 then FORM1V = ‘_TODAY_’;

   end;

In this example we are using the built-in variable _VERIFY_ to determine whether the form is being used in the Form program or in the Verify program.   The built-in variable _TODAY_ is used to get today’s date.  The quote marks are required around _TODAY_ because it is a date constant.

After some forms have been entered, we can test these variables to determine which forms are missing, not verified or late.

For example, supposing that forms should be received in sequence,  any patient with FORM3E  != ? and FORM2E = ? has a missing FORM2.  We know that because the entry date for FORM3 (variable FORM3E) is recorded, but the entry date for FORM2 (variable FORM2E) is not. 

Likewise, if FORM2E  != ? and FORM2V=?, then FORM2 has not been verified for that patient. 

If FORM3 is expected to be received no more than 30 days after FORM2 is received, then this test would show at a patient has a late FORM3:   FORM3E=? and FORM2E + 30 > ‘_TODAY_’

Such tests can be used in the Group program, however the Letter program is a better tool to use for this purpose.  There is the portion of a letter which tests for a late FORM3:

[+((FORM3E =?) & (FORM2E+30>’_TODAY_’)) Patient [MRNO] has an overdue Form 3.  Form 2 was received on [FORM2E].]

If you are not familiar with the Letter program, this may not make immediate sense to you.  If  FORM3 were overdue, it would print a line like:


Patient ABC13 has an overdue Form3.  Form 2 was received on 11Feb03.

A single letter can produce a list of all overdue forms.  The Letter program can test all patients by using the Repeat construct.  Here is a more complete example using the Repeat construct which tests for late forms 2 and 3.

!Option setgroup(all)

!Letter

[*repeat(1,10000,1) 

[+((FORM2E =?) & (FORM1E+60>’_TODAY_’)) Patient [MRNO] has an overdue Form 2.  Form 1 was received on [FORM1E]|.]

 [+((FORM3E =?) & (FORM2E+30>’_TODAY_’)) Patient [MRNO] has an overdue Form 3.  Form 2 was received on [FORM2E]|.]

 [&break(setpat(-1)=-1)]

]

In the example above, the line containing ‘repeat’ will cause the following lines to be repeated up to 10000 times.  The line containing ‘break’ will advance to the next patient and will cause the repetition to stop when all patient records are exhausted.

Because the Letter program takes it data directly form the entry files, it is not necessary to run Create or anything else prior to using Letter.

In all of the discussion thus far, it is assumed that each form will be once and only once for each patient.  If, a form is used on multiple occasions that can be handled by making the tracking variables “time-variant”.  This would make things more complex, and a little beyond the scope of this example.

Remember, if you put these tracking variables into your forms, you can devise ways to use them later.

So, it is best to include them before you begin doing data entry.

