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Table 1. Summary of Data Sources
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METHODS

+ Information was abstracted from articles published since the year
2000 that used population-based registries or existing health care
databases to examine the association of maternal drug exposure
with the risk of congenital malformations.

Bolded rows indicate the 13 data sources selected as feasible options for conducting pregnancy safety studies among women with MS (see Table 2).

@The deadline for the US to begin using the International Classification of Diseases, 10th Edition, Clinical Modification (ICD-10-CM) in clinical practice for diagnosis coding and the
Procedure Coding System (ICD-10-PCS) for inpatient hospital procedure coding was October 1, 2015. This table presents the coding system(s) used in the selected published reports,

. . . . which is based on what data were available at the time research was conducted. The coding system for future research will depend on data lag times.
+ For identified data sources that had access to information on

biologics administered by specialists, we contacted data custodians
to evaluate the feasibility to assess the risk of adverse outcomes in
women exposed to intravenous disease-modifying therapies (DMTs)
during pregnancy.

RESULTS

b Medical claims include drugs administered via inpatient or outpatient settings through specific procedures (e.g., infusion) for which a procedure code exists.
¢Information includes dosing frequency, days’ supply, quantity dispensed, etc.
dInpatient dispensings are available for a small subpopulation via the Hospital Drug Database.

Table 2. Information on Potential Data Sources Suitable to Study Pregnancy and Infant Outcomes Among Women Exposed to MS Treatments
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and Infant Outcomes in Women With MS

+ From the 21 identified data sources, 13 were considered viable
options for conducting pregnancy safety studies among women
with MS (Table 2):

UK (Scotland) Tayside: Y300 (to June 2015)

@The questionnaire asked what is the average amount of time (in months or years) that adult mothers, adult fathers, and offspring remain in the database.
®Some data sources require collaboration with an academic institution that would analyze the data.
¢In-house analysis means that analyses must be conducted only by the data custodian or selected academic partners.

) 4Most Swedish registries release data only once a year.
— 6 health care claims databases

+ A cohort study design set within one or more existing health care
databases has scientific advantages:

— 4 medical records databases
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+ 11 of the 13 data sources could validate outcomes: — For some national registries, follow-up is virtually lifelong.

— 9 data sources used medical record review — Studies can include a larger number of patients in a shorter time than

prospective registries, and results can be available more quickly.

CONCLUSIONS

+ To obtain more meaningful data for patients and physicians, using
existing health care databases and national registries to evaluate
the safety of new medications among women with MS with
exposure to DMTs during pregnancy should be considered.

— 2 data sources used medical record review and registry data

DISCUSSION

+ Population-based database studies are a feasible approach to
evaluate women exposed to intravenous, MS-specific medications
during pregnancy and their offspring.
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— Because exposure to DMTs in pregnancy is relatively uncommon,
large databases or several databases may be needed to achieve
a meaningful study size within a reasonable timeframe and to
accommodate one or more internal comparator groups.

The power of knowledge.
The value of understanding.

* While we chose MS as a case study, this conclusion may also apply
to other disease areas.
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