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• SABV policy uptake and adoption is not complete

• New impetus for assessment of SABV policy uptake

• New partnerships  for SABV resource development

• Other SABV resources 

• SABV application to the science



There has been slow progress on results 
reporting for preclinical research

Sex of rodents in 6,636 neuroscience 
papers from 6 top journals

*
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Will et al., 2017. eNeuro 4 (6) e0278-17.2017: 1–10.
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From 2016 to 2017, surveyed NIH study section members
perceived an increase in the consideration of SABV by applicants
Q: Did applicants adequately address the 
incorporation of SABV into their experimental 
design, analysis, and reporting? 

2016 2017

vs51% 66%

p < 0.0001

Q: Did applications account for the 
consideration of SABV within the 
research strategy?

2016 2017

vs61% 71%

p < 0.0001

A: The majority of 
them did so.

A: Half or fewer of 
them did so.

Adapted from: Woitowich & Woodruff, 2019. Implementation of the NIH sex-inclusion policy: 
attitudes and opinions of study section members. Journal of Women’s Health 28: 1–8.
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Trans- NIH SABV Working Group 
:

Trans-NIH SABV Working Group

Established: September 11, 2014

Mandate: To inform SABV Policy development

Chair: ORWH Director

Members: Senior IC staff nominated by IC Director

Meetings: Quarterly

ORWH Staff contacts:

Rebecca DelCarmen-Wiggins, Ph.D.
Elena Gorodetsky MD., Ph.D.
Chyren Hunter,  Ph.D.



Trans-NIH SABV Working Group Members
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Lynn Adams NINR
Ron Adkins OD/ORIP
Lee Alekel NIAMS
Sally Amero OD/OER
Inna Belfer NCCIH
David Bodine NHGRI
Nancy Boudreau NCI
Patricia Brown OD/OLAW
Liza Bundesen OD/OER
Ricardo Cibotti NIAMS
Valerie Durrant CSR
Mark Egli NIAAA
Colin Fletcher NHGRI
Jane Fountain NINDS
Ivana Grakalic NIAAA
Judith Hewitt NIAID
Sheri Hild OD/ORIP

Tanya Hoodbhoy NIGMS
Jim Koenig NINDS
Michael Lauer OD/OER
Issel Anne Lim NICHD
Francesca Macchiarini NIA
Swapna Mohan OD/OLAW
Herbert Morse NIAID
Lanay Mudd NCCIH
Joan Nagel NCATS
Melissa Nagelin NHLBI
Lisa Neuhold NEI
Richard Okita NIGMS
Delia Olufokunbi Sam CSR
Jennifer Plank-Bazinet OD/OSP
Amy Poremba NIDCD
Tracy Rankin NIDDK
Luci Roberts NIA

Sammie Sanchez NICHD
Thaddeus Schug NIEHS
Shai Silberberg NINDS
Hua-Chuan Sim NLM
Anastasia Solis NCCIH
Candace Tingen NICHD
Patricia Valdez OD/OER
Jason Wan NIDCR
Joan Ward OD/OLAW
Pamela Wernett OD/OSP
Cora Lee Wetherington NIDA
Barbara Woynarowska NIDDK
Steve Zullo NIBIB



21st Century Cures Act – Enhancing the Rigor and
Reproducibility of Scientific Research –
ACD Recommendations

1) Resources on rigor

2) Clarify scientific premise

3) Examples of authentication plans

4) Training in rigor scored

5) Outcomes evaluation



Public Law 115-135

Strengthening Federal Agency evaluation capacity

signed into law 
January 14, 2019



New OD Office of Evaluation boosts NIH goal for
evidenced-based evaluation of SABV policy implementation

Office of Evaluation, 
Performance, and Reporting, 
DPCPSI
Mission: To better capture, 
communicate, and enhance the value 
of NIH research through strategic 
planning, performance monitoring, 
evaluation, and reporting.

Planning

Performance 
Metrics and 
Measures

EvaluationReporting

Outcomes
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ORWH and NIGMS establish a new 
partnership to develop a primer for SABV 

 An interactive, e-learning course to enhance and improve the consideration 
of  SABV in research design, analyses, and  reporting

 A resource for designing research studies, preparing NIH grant  applications, 
and training the next generation of investigators

 Audience: researchers of any level, from predoctoral trainees to senior faculty
 Developed by an ORWH-designated contractor with the input of NIH and NIH-

designated subject matter experts
 Designed as independent, interrelated modules, with an instructor guide, 

glossary and references  



SABV Primer – Goal:
To enhance the consideration of SABV in the context of 
conducting rigorous research to improve the reproducibility of data. 
o Clarify the SABV policy

o What is required and what is not ?
o Create better buy-in and compliance

o myth-busting
o address perceived challenges

o Help investigators better apply the policy to their research
o research design / analysis / reporting
o basic / pre-clinical / clinical / population health



Building Interdisciplinary Research Careers in Women's Health (BIRCWH) 
Annual Meeting – November 28, 2018

Expert Panel on SABV Curriculum Development
Major questions posed to the BIRCWH PI Panel: 
 Do scientists understand how to incorporate SABV 

principles into scientific thinking?
 How do we teach incorporation of these principles 

in order to change existing paradigms?
 How do researchers incorporate both sexes 

and/or genders into their research within cost and 
time constraints?

Speakers: BIRCWH PIs & Program Directors from Mayo Clinic, U of CO, U of PENN, & ORWH



Outline

• SABV policy uptake and adoption is not complete

• New impetus for assessment of SABV policy uptake

• New partnerships for SABV resource development

• Other SABV resources 

• SABV application to the science



ORWH co-funds field-specific training on SABV

RFA GM-18-002 : Training Modules to Enhance the Rigor and Reproducibility 
of Biomedical Research (R25 Clinical Trial Not Allowed)

GOALS: 
To develop exportable training modules in areas with the potential to enhance
data reproducibility and to provide for communication and coordination 
of the development and deployment of such modules.

It is expected that the proposed training modules will identify deficiencies 
and teach best practices in the following general areas:

• Scientific culture and principles
• Good laboratory practices and record keeping
• Experimental design and analysis



The ORWH Sex and Gender infographic 
is now available in Spanish

Available on the ORWH website 
under Downloadable Resources or 
in the NIH Salud Spanish Health 
Information portal.
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SABV Application to the Science



Emerging Research on Alcohol and Women’s Health: 
What Do We Know and Where Do We Go from Here?

George F. Koob, PhD
Director, 
National Institute 
on Alcohol Abuse
and Alcoholism

NIH Coordinating  Committee 
on Women’s Health March 13, 2019



George F. Koob, PhD
Director, 

National Institute 
on Alcohol Abuse

and Alcoholism
The Brain Undergoes Widespread Sexual 
Differentiation During Adolescence – Implications?

Females and males 
develop different densities 
of gray matter in cortical 

areas

Source: Madhura Ingalhalikar et al (2014) Sex 
differences in the structural connectome of the 
human brain. PNAS, 111, 823-828

Males

Females

Females develop more 
interhemispheric 
communication

Source: Ruigroka et al (2014) A meta-analysis of 
sex differences in human brain structure. 
Neurosci Biobehav Reviews, 39, 34-50

Areas with more gray matter in 
female (RED) or in male (BLUE) 
adult brains

Females have more 
functional brain connectivity 

at rest

Source: Tomasi D, Volkow ND (2012) Gender 
differences in brain functional connectivity density. 
Hum Brain Mapping. 33(4):849-60. 

Brain activity at rest in women (A) 
involves broader and more 
densely connected networks than 
in men (B)

Brain networks show increased 
connectivity in males (Upper) 
and females (Lower)

NIH Coordinating  Committee on Women’s Health March 13, 2019
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Using the Adolescent Brain and Cognitive Development (ABCD) data set, study 
finds relationship between sex, sports activity and mental health in 

preadolescents

Involvement in Sports, Hippocampal Volume, and Depressive Symptoms in Children
Lisa S. Gorham, Terry Jernigan, Jim Hudziak, and Deanna M. Barch :Biological Psychiatry: Cognitive Neuroscience and Neuroimaging -
2019 In Press 

Findings
• Greater sports involvement, but not non sport 

activity involvement, was associated with less 
depression in boys 

• Involvement in all types of sports except for 
individual sports and non-sport activities was 
related to hippocampal volume in both boys and 
girls. 

• Hippocampal volume was associated with 
depression in boys only

ABCD data set = 4191 children ages 9-11

http://abcdstudy.org/


ORWH hosted a GWAS, Sex & Chromosomes Think Tank
on Feb. 27, 2019, which was attended by 15 NIH ICOs
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Wise et al. 2013. Am. J. Hum. Genet. 92: 643-647.
Winham et al. 2015. Artherosclerosis 241: 219–228.
Khramtsova et al. 2019. Nat. Rev. Genet. 20: 173-190.

• What factors explain underrepresentation of 
sex chromosomes in GWAS results?

• How much info is lost when sex is controlled 
for statistically, but the influence of sex is not 
reported?

• Are there emerging solutions to these issues?
• To what extent can historical GWAS datasets 

be re-examined to achieve a more thorough 
consideration of sex chromosomes & SABV?

• How should additional information (pubertal/ 
menopausal, hormonal, reproductive) be 
incorporated?

Coming Soon! A Think Tank summary will 
be posted on the ORWH website

Gender and the Genome Core

Co- Chairs 

Jamie White    Matt Arnegard

Members

Rajeev Agarwal     Elena Gorodetsky

Advisor

Chyren Hunter 



The Organization for the Study of Sex Differences / International Society for Gender Medicine
Joint Meeting

May 5 – May 8, 2019 
Washington Marriott Georgetown



ORWH ‘SCORES’ at OSSD / IGM 2019:
Current SCORE U54 Principal Investigators

Session 5: Sex differences in immune function and disease 
Sex differences in vaccine-induced immunity against influenza
Sabra Klein, PhD, Johns Hopkins Bloomberg School of Public Health

Session 8: Sex differences in prescription, efficacy, and adverse drug reactions of commonly 
prescribed drugs 
Sex hormones and adverse drug reactions 
Virginia Miller, PhD, Mayo Clinic

Prior SCOR P50 Principal Investigator

Session 4: Sex differences in nicotine and smoking: From brain and behavior to smoking cessation 
Chairs: Cora Lee Wetherington, PhD, National Institute on Drug Abuse, 
Sherry McKee, PhD, Yale School of Medicine



Thank

You


	Sex as A Biological Variable:Program Update
	There has been slow progress on results reporting for preclinical research
	From 2016 to 2017, surveyed NIH study section membersperceived an increase in the consideration of SABV by applicants
	Outline
	Trans-NIH SABV Working Group:
	Trans-NIH SABV Working Group Members
	21stCentury Cures Act –Enhancing the Rigor andReproducibility of Scientific Research –ACDRecommendations
	Public Law 115-135
	New OD Office of Evaluation boosts NIH goal forevidenced-based evaluation of SABV policy implementation
	Outline
	ORWH and NIGMS establish a new partnership to develop a primer for SABV 
	SABV Primer –Goal:
	Building Interdisciplinary Research Careers in Women's Health (BIRCWH) Annual Meeting –November 28, 2018
	Outline
	ORWH co-funds field-specific training on SABV
	The ORWH Sex and Gender infographic is now available in Spanish
	SABV Application to the Science
	Emerging Research on Alcohol and Women’s Health: What Do We Know and Where Do We Go from Here?
	George F. Koob, Ph.D. Director, National Institute on Alcohol Abuseand Alcoholism
	Using the Adolescent Brain and Cognitive Development (ABCD) data set, study finds relationship between sex, sports activity and mental health in preadolescents
	ORWH hosted a GWAS, Sex & Chromosomes Think Tankon Feb. 27, 2019, which was attended by 15 NIH ICOs
	ORWH ‘SCORES’ at OSSD / IGM 2019:




