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A Multicenter Study Investigating the Factors the Influence Participation in Clinical Research:
A Focus on the Mindsets of Pregnant and Fertile Women

Meredith Kalberer; Anita Kurt, PhD, RN
Lehigh Valley Health Network, Allentown, Pennsylvania

OVERVIEW SUSPECTED INFLUENCES CONCL USIONS

The Multi-center Study focuses on investigating 1. In 1977, the FDA banned all women of child bearing potential from - -
factors that influence female participation in clinical participating in clinical research.? o t%%”:‘;\ﬂ@;?;‘ﬂﬁz %fgteh?aérl]%oefve\/g]:ll‘foﬁqglﬁ)agg%g?ssil .
research. The goal is to understand female patient's - -This could have cause a continuing stigma concerning over half the women surveyed were pregnant at the time, and about 86% of
perspectives about research that lead to the gender participation. the women were still of fertile age (defined as less than 40 years old.) Less
disparity and to gain en 0 ,ugh insight to overcome 2. Women with child bearing capabilities or who are already pregnant than 6% of women surveyed had participated in clinical research before.
potential barriers. < may view risks to their health differently than those women who can no . The tOphrr_lotlvatIm_g fzgtc¥hf0|rt all ];)aCtIF)nS of ng-nﬁn ]\c/vask“How W%” the
’ - researcn Is expiainead . € 1Op barrier was ISK OT UnkKnown side
GOALS- longer have. children. _ - effects for fertile, non-fertile, and non-pregnant women. Pregnant
' PAAL : - Different resources may Iinfluence each groups participation. women feel “Risk to fetus/future fertility” is the greatest barrier. The top
€ Investigate female patient’s overall mindset about . . . | . . . g
clinical research 3. Women who are still creating and overseeing a family may feel resource for all factions was “Having material provided in my own
. obligated to spend more time on this. language.
ORecognlze factors and resources that can help -A Barrier, such as time, is a simple explanation of the gender II.  Non- fertile women feel that knowledge gained from their participation

IS more important than fertile women (p=0.0225). See table 2

Ill.  Both pregnant/non-pregnant women and fertile/non-fertile women,
disagreed about the importance of “Risk to fetus/future fertility” as a

& Begin to bridge gaps in clinical research concerning RESULTS barrier (p=0.0004, p=0.0133). See table 2 *Note some non-fertile

gender women still voted this barrier as “4”, pointing out a potential stigma in

their minds about clinical research.
The results of this specific research will aim to identity
_ _ _ _ _ Not Pregnant 43.52%
Outcomes indicate that a stigma may be influencing Fertile® ~—r T
fertiie women’s decision making and that pregnant and Not Fertile* 14.29% Fertile

Influence participation using a 0-4 Ascending Scale.

(0O=No motivation, 1= Very little motivation, 2=Some motivation, 3=Significant
motivation, 4=Most motivation)

disparity in research and can be remedied.

See table 2

study” and "Having material provided in my own language” (p=0.0459).
Pregnant 56.48%

The outcomes indicate women are open to clinical research and
potential resources, but different approaches may be helpful when
recruiting women. A stigma may still exist and must be confronted.

: L il ai ' ' V. Fertile and non-fertile women have statistically significant opinions
any differences between pregnant and fertile women’s Participant Information Responses
fertile women have different factors that influence their Participated in a Clinical Trial Previously m "=”3

about the helpfulness of “Written material explaining the research
barriers concerning clinical research. Age Range 18-76
participation. Overall, women are open to participating

* Fertility is defined as less than 40 years of age for the purpose of this data analysis

" 1N " . Chart 1: shows the diff t d
In clinical research, If approached correctly. e e N finentwho compled B e TSt tipare STARTING THE CHANGE
Table 2: shows SIGNIFICANT RESPONSES | After the data analysis of all of the sites, even clearer
|\/| ETHODS statistically A CTORS T TR T R T Influences qbout f_emale parﬂup_apon.wnl be recognized
significant T USRS S | Until the time when participation between men and women
= S E— 2“5“"';":’“?;‘6 TS | certicipation will benefitsonecnein | | is equal, or appropriate participation in gender based diseases is
N the future” acceptable, change needs to be worked for. This can be done by:
LVHN study is el s IS Barrier “Risk to the fetus/future fertility” Pregnant | 29 0.0004 : : : : :
designed and of factors. The Fertle | 28 0.0133 1. Making sure women are aware of the disparity. Education is key.
planned =N ?gsﬁﬁe';h‘;:‘e e e e N R R 2. Use this study’s final findings to influence women in a positive
factor is listed. “Having all m:llll:-r:ria] provided in my 3.24 0.0459 Way to partICIPate _ _
IRB Approval RIS B.dEnctouCEa?e gwﬁletll_nes to be pasbsled by trge go%/ernment or FDA In
All data order to define what is a “reasonable” number of women
SomPIneS Most Preferred Resource by Group participating In clinical studies, This can be used to guide
conclusions \ 140 OrganlzathnS that fund reSGaI'Ch 2

drawn.
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Figure 1: shows the total of
Surveys administered at 6

" Pregnant "4" votes each resources REFERENCES
i received, separated by the 4 1. Kurt, A. (2014). Protocol, Factors influencing participation in clinical research.
NonPregnant ' separate groups of women . . . - O Alinieal i -
2. Bush, J. The industry perspective on the inclusion of women in clinical trials. Academic
" Fertile Medicine, 708-15. © 2014 Lehigh Valley Health Network
¥ Non-Fertile
different hospital OB/GYN |

offices Written material DVDs or electronic Having Having access to a Having all Having access to a
explaining the material xplaining opportunityte support group of material provided medical

Total Participant Votes
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research study the research study speak to a patient patients who have  in my own interpreter |
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