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Objectives

* Discuss types of forms used for data collection
* Consider adaptation of locally available forms

* Review principles of privacy and
confidentiality in data collection, entry, and
analysis

e Discuss variables to be used in data collection
* Review data flow, data entry, and data analysis

* Present “endTB” forms as one example



Data Collection Forms

Use what you have: initiation and
follow-up forms, laboratory data
for bacteriologic and safety
monitoring, chest radiography
report section.

May want to add in additional
variables for shorter regimens
(i.e. assessment for recurrence)

Simple is usually best: ensuring
medical records are well-
documented will not only make
data collection easier but can also
enhance patient care.

How will “blank spaces” be
handled (not asked? No?
missing?)? How will free text be
handled?

Second-line TB treatment card




From Medical Records to Data Forms:
Prioritizing Confidentiality

* |dentifying information is
necessary in the medical
record for obvious
reasons.

e Data forms with
identifying information
must be secured and
accessible only to
necessary personnel.

* Principles of privacy and
confidentiality are
essential in operational
research.




Study Variables

Initial list can be made by
reviewing initiation and follow-up
forms.

Additional variables can be
added, especially those that may
be associated with treatment
outcomes (i.e. bilateral cavitary
disease, baseline BMI, baseline
Hb).

Try to identify these
prospectively, but can be added
retrospectively if needed.

Try not to collect too much data:
a smaller number of variable that
are of high quality

conf_mdr_ Notification
conf_rrmd Notification
conf_rrmd Notification
conf_xdr_t Notification
hiv_art  Notification
hiv_cpt  Notification
hiv_ipt  Notification
hiv_ipt_re| Notification
hiv_reg  Notification
hiv_reg_al Notification
hiv_reg_ne Notification

hiv_reg_ne¢ Notification
hiv_tbdete Notification
hiv_tbscr Notification
hivtest Notification
hivtest_po Notification
mdr_short Notification
mdr_short Notificatio 0=No; 1=Y Had any patients been started on shorter MDR-TB treatment regimens by th:

mdr_tx_ac Notification
mdrxdr_bc Notification

Number of laboratory-confirmed MDR-TB patients who started treatment fo
Number of laboratory-confirmed RR-TB or MDR-TB cases identified

Number of laboratary-confirmed rifampicin-resistant (RR-TB) or multidrug-re
Number of laboratory-confirmed XDR-TB patients who started treatment for
HIV-positive TB patients started or continued on antiretroviral therapy (ART)
HIV-positive TB patients started or continued on co-trimoxazole preventive t
People living with HIV newly enralled in HIV care who started treatment for |
People living with HIV currently enrolled in HIV care who started treatment f
Total number of people registered as HIV-positive regardless of year of diagn
Number of adults and children currently enrolled in HIV care during the year,
Number of adults and children newly enrolled in HIV care during the year.
Total number of adults and children newly enrolled in pre-ART care or on AR’
Total number of adults and children newly enrolled in HIV care who are diagi
Number of adults and children enrolled in HIV care who had their TB status a
TB patients (new and re-treatment) with an HIV test result recorded in the Tt
TB patients (new and re-treatment) recorded as HIV-positive

Number of patients started on shorter MDR-TB treatment regiments during 1

Number of patients on MDR-TB treatment who had adverse events registere
Number of patients started on Bedaquiline during the reporting year

mdrxdr_bc Notificatio 0=No; 1=Y Had any TB patients been started on Bedaquiline for the treatment of MDR-/

mdrxdr_dl Notification

Number of patients started on Delamanid during the reporting year




Data flow, entry and analysis

Identify electronic database that
will be used for analysis (keep
simple, utilize existing tools,
ensure security).

How will data be entered into the
database? Who will enter it?
When? How will quality entry be
ensured? How can this be done
and not interrupt patient care?

Who will do the analysis? When?
Could follow usual
quarterly/twice yearly analysis of
cohorts.

Consider academic support for
more complex analysis if needed
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