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FDA banned women of 
childbearing age

1977
NIH mandated inclusion*

1993
2/3 studies exclude 

women

2010

Women excluded from Clinical Trials
*
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 % P -.61 for trend 2001-2016 

(n=57) (n=21) (n=31) (n = 34) (n = 32) 

Tahhan AS et al. 2018. JAMA Cardiol. 2018;3(10):1011–1019. doi:10.1001/jamacardio.2018.2559 

Proportion of women in Heart Failure Trials
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				Item		Cost Per Item		Percent Markup		Total Sold		Total 
Revenue		Shipping Charge/Item		Shipping Cost/Item		Profit per Item (incl. shipping)		Returns		Total 
Income

				1985 - 1999		22		100.00%		15		$660.00		$10.00		$5.75		22		2		$297.50

				2001 - 2004		12		75.00%		18		$362.25		$10.00		$5.75		24		1		$413.75

				2005 - 2008		13		65.00%		20		$429.00		$10.00		$6.25		26		0		$520.00

				2009 - 2012		5		90.00%		50		$475.00		$5.00		$3.50		27		0		$1,350.00

				2013 - 2016		4		90.00%		42		$319.20		$5.00		$3.25		28		3		$1,101.75

				Total								$2,245.45								6		$3,683.00
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% Income Per Product



Total 
Income	

1985 - 1999	2001 - 2004	2005 - 2008	2009 - 2012	2013 - 2016	297.5	413.75	520	1350	1101.75	Total 
Income	

1985 - 1999	2001 - 2004	2005 - 2008	2009 - 2012	2013 - 2016	297.5	413.75	520	1350	1101.75	

Profit per Item (incl. shipping)	1985 - 1999	2001 - 2004	2005 - 2008	2009 - 2012	2013 - 2016	22	24	26	27	28	











out of 10 medications withdrawn 
from market pose more of a 
threat for women



SABV will factor in all NIH funded studies research designs, analyses, 
and reporting

Sex as a Biological Variable (SABV)

January 2016: Implementation of NIH’s SABV policy

Identify sex differences in the presentation, risk factors, and 
pathophysiology

Animnal models should consider if and how the female estrous cycle 
is relevant for experimental design and analysis 

Applicants must provide strong justification for applications 
proposing to study only one sex



Closing the Gap
Northwell HTC



Regional HTC Network



Regional HTC Network

Patient

ATHN
Clinical Manager

Informed 
Consent

ATHN 
Study Manager

Community Counts
CDC Public Health 

Surveillance  for Bleeding 
Disorders

• Population Profile
• Registry
• Mortality



ATHN Transcends
A Natural History Study of Non-Malignant 

Hematologic Disorders 
• To determine the safety of therapies used in 

the treatment of participants with congenital or 
acquired non-neoplastic blood disorders and 
connective tissue disorders with bleeding 
tendency.

• Effectiveness of hormonal therapy, 
antifibrinolytic therapy, and intrauterine 
devices in the treatment of heavy menstrual 
bleeding (HMB) in adolescent females with 
an underlying bleeding disorder

• Participants will fill out a demographics 
form, a Self-Administered Bleeding 
Assessment Tool (Self-BAT), Menorrhagia 
Impact Questionnaire (MIQ), Pictorial Blood 
Assessment Chart (PBAC), the PROMIS 
Fatigue scale

Evaluating Quality of life In Period Treatment
EQUIPT

Rare Coagulation Disorders Project

ATHN 10

• ATHN affiliated HTCs document genetic data 
on the population of rare bleeding disorders

COMbination therapy in Adolescents To Treat Heavy 
Menstrual Bleeding

COMBATT-HMB

• Prospective study to evaluate the efficacy and 
safety
of tranexamic acid and CHCs in bleeding disorder 
patients
• Provide baseline data



Exploring the use of ROTEM and TG Assay in Diagnosing Bleeding disorders in Adolescent 
Girls with HMB

ROTEM-HMB

Parameter (units) Definition Treatment

CT(s) Thrombin Generation FFP / PCC

CFT(s), ⍺ – angle(degree), A10(degree) Clot Propagation Platelets or Cryoprecipitate 
or both

MCF(mm) Clot Strength Platelets

ML(%) Clot Lysis Anti-fibrinolytics

Journal of Cardiothoracic and Vascular Anesthesia, Vol 26, No 6 (December), 2012: pp 1083-1093



Parental Biases on LARC for treatment of Abnormal Uterine Bleeding in the pediatric and 
adolescent population

Long-acting reversible contraceptives (LARC)

Journal of Cardiothoracic and Vascular Anesthesia, Vol 26, No 6 (December), 2012: pp 1083-1093

• Discover biases that parents hold against LARC

• Improve providers ability to counsel patients' parents on 
available treatments

• Survey distributed over 2 years

• Published 



EQUIPT

COMBATT-HMB

ROTEM-HMB

ATHN Transcends

ATHN 10

Long-acting reversible 
contraceptives (LARC)

Northwell 
HTC



Better Data Quality

Time Saving

Cost Effective

Stored Securely

Easier to Manage

Digital Data Collection



Engage
Engage your 

diverse 
community in 
your practice

Distrust

Distrust of 
clinical trials

Your partnership



Better data leads to better care
Thank you!
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