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Study Objectives:
Concordant with the National Institutes of Health policy on the 
inclusion of women in clinical research, Emergency Medicine (EM) 
researchers are focusing more on study designs that adequately 
represent populations impacted by the topic they study. We set out 
to see if there were gender differences in patients’ willingness to 
participate in a mechanical fall prevention study and, specifically, 
what reasons they disclosed for lack of participation.

Methods:
After IRB study approval, a randomized control clinical trial designed 
as an Emergency Department (ED) intervention to prevent future 
mechanical falls in high risk individuals was initiated. The trial 
setting was a suburban Level 1 trauma center in northeastern 
Pennsylvania with an annual adult ED census of approximately 
75,000. A log was kept as potential participants were screened 
using the Centers for Disease Control’s guidelines for identifying 
individuals who were vulnerable to falls. Those who screened 
positive were approached for enrollment. Demographics and 
reasons for not participating that were not specifically inclusion or 
exclusion criteria were recorded and assessed.

ABSTRACT:
Objective: To characterize the use of the new 
commercial tests for aneuploidy screening using cell-
free fetal DNA (cffDNA) by women at high risk for fetal 
aneuploidy.

Study Design: This is a retrospective cohort study of 
all women undergoing cffDNA testing in the first 6 months 
the tests were offered in the Lehigh Valley Health Network 
Maternal Fetal Medicine practice. All patients were high 
risk for fetal aneuploidy defined as advanced maternal 
age, abnormal aneuploidy screening, abnormal ultrasound 
findings and/or personal/family history. Medical records 
were reviewed for patient demographics, indication for 
testing, other tests performed, pregnancy outcomes 
(maternal and fetal) and insurance information.

Results: A total of 142 patients underwent cffDNA testing 
from 1/1/12 to 6/30/12. The mean age of patients having 
the test performed was 32.3 ± 6.5 years. Most patients 
were Caucasian (72%), non-hispanic (83%), multiparous 
(64%), married (58%), had private obstetrician (77%), had 
private insurance (51%) and were singleton gestations 
(95%). The median gestational age the test was performed 
was 18 5/7 weeks (range 10 2/7 – 28 3/7). Most tests 
were performed in the second trimester (73%). Insurance 
coverage varied and evolved significantly during this time 
period. Four patients had positive test results (3%) and 
three had uninformative results (2%). There was one false 
negative and there were no false positives. Sensitivity, 
specificity, positive predictive value and negative predictive 
value were 80%, 100%, 100% and 99%, respectively.

Conclusion: Our study provides some information on 
the use of new commercial tests for aneuploidy screening 
using cffDNA in clinical practice in a non-research setting. 
Although the potential for these tests to provide women 
with information regarding their pregnancies without the 
risk of an invasive procedure is exciting, additional studies 
are needed to validate their performance in both low and 
high risk populations, and providers and patients need to 
be aware of their limitations.

Results:
Between June, 2014, and January, 2015, 406 adults aged 65 or older were screened 
for study participation. Of those without missing data, 186 (46%) were male and 218 
(53%) were female. Despite having risks such as previous falls, family concerns for 
falling, and at-risk medications, 68 subjects (16.8%) did not consider themselves or 
want to be considered as a fall risk (n=27, 12.4% female and n=41, 22.0% male; 
p=0.01). One-hundred-sixty-six met eligibility criteria and were approached for study 
enrollment; 48 participants were enrolled. Study participation was independent of 
gender, with 23 of the eligible participants being female (47.9%) and 25 (52.1%) 
being male (p=0.25). Of the 118 eligible patients who declined 
participation, the leading reasons for declination were: Lack of 
interest (n=37, 31.4%), being admitted to the hospital (n=25, 
21.2%) and reported pain (n=15, 12.7%). No differences in 
proportions were observed between genders for these reasons to 
decline (p-values >0.05). 

Conclusions:
There were gender-specific differences for subject participation in this trial. In 
particular, male prospective enrollees were less likely to consider themselves or 
want to be considered a fall risk. Whether this is due to fear of being stigmatized 
is unknown and a topic for future investigation. As EM gender-specific research 
becomes mainstream, researchers will have to carefully deliberate the designs of 
their trials. Consideration must be given to gender-specific barriers to willingness for 
study participation and what biases in enrollment they may cause in the selection 
process, if not controlled for.
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