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CDC is directed to provide a spend plan to 

the Committees no later than 60 days after 

enactment of this Act. CDC is directed to 

work with USAID on a coordinated global 

health security effort, delineating roles and 

responsibilities, and measuring progress. One 

year after submitting a spend plan, CDC, in 

coordination with USAID, will brief the 

Committees on the program status. 
Malaria and Parasitic Diseases.—The agree-

ment encourages CDC to continue to re-

search, monitor, and evaluate efforts for ma-

laria and parasitic disease in collaboration 

with other divisions and agencies. 
Soil Transmitted Helminth and Related ‘‘Dis-

eases of Poverty’’.—The agreement continues 

$1,500,000 for surveillance, source remedi-

ation, and clinical care aimed at reducing 

soil transmitted helminth to extend the cur-

rently funded projects for another year. 

PUBLIC HEALTH PREPAREDNESS AND RESPONSE 

The agreement provides $850,200,000 for 

public health preparedness and response ac-

tivities. Within this total, the agreement in-

cludes the following amounts: 

Budget Activity FY 2020 
Agreement 

Public Health Emergency Preparedness Coopera-
tive Agreement ................................................ $675,000,000 

Academic Centers for Public Health Prepared-
ness ................................................................. 8,200,000 

BioSense ............................................................... 23,000,000 
All Other CDC Preparedness ................................ 144,000,000 

Strategic National Stockpile.—The agree-

ment reiterates the importance that CDC 

maintain a strong and central role in the 

medical countermeasures enterprise. 

BUILDINGS AND FACILITIES 

The agreement provides $25,000,000 in dis-

cretionary budget authority and $225,000,000 

from the HHS Nonrecurring Expenses Fund 

for Buildings and Facilities. 
Chamblee Research Support Building 108 and 

Campus Infrastructure Improvements.—The 

agreement directs $225,000,000 from the Non-

recurring Expenses Fund for these one-time 

projects that will result in enhanced re-

search collaboration and long-term lease 

cost avoidance. 
Replacement of the Lake Lynn Experimental 

Mine and Laboratory.—The CDC Director is 

directed to provide annual reports to the 

Committees detailing activities to replace 

the Lake Lynn Laboratory. 

CDC-WIDE ACTIVITIES 

The agreement provides $358,570,000 for 

CDC-wide activities, which includes 

$198,570,000 in discretionary appropriations 

and $160,000,000 in transfers from the PPH 

Fund. Within this total, the agreement in-

cludes the following amounts: 

Budget Activity FY 2020 
Agreement 

Preventive Health and Health Services Block 
Grant ................................................................ $160,000,000 

Public Health Leadership and Support ............... 113,570,000 
Infectious Disease Rapid Response Reserve 

Fund ................................................................. 85,000,000 

Infectious Disease Rapid Response Reserve 

Fund.—The agreement provides increased 

funding to quickly respond to a future, im-

minent infectious disease crisis that endan-

gers American lives, including for Ebola pre-

paredness and response, without regard to 

the limitations in the third proviso in sec-

tion 231 of division B of P.L. 115–245. 
Opioid Use and Infectious Diseases.—The 

agreement encourages CDC to work across 

operating divisions to integrate interven-

tions aimed at preventing, tracking, and 

treating infectious diseases with broader ef-

forts to address the opioid epidemic. 
Preventative Health and Health Services 

Block Grant.—The agreement encourages 

CDC to enhance reporting and account-

ability, including how much funding is di-

rected to support public health needs at the 

local level. 
Tribal Advisory Committee.—The agreement 

encourages the Director, with guidance from 

Tribal Advisory Committee, to develop best 

practices around delivery of Tribal technical 

assistance and provide an update on written 

guidelines in the fiscal year 2021 Congres-

sional Justification. 

NATIONAL INSTITUTES OF HEALTH 

The agreement provides $41,684,000,000 for 

the National Institutes of Health (NIH), in-

cluding $492,000,000 from the 21st Century 

Cures Act (P.L. 114–255), an increase of 

$2,600,000,000, or 6.7 percent, above fiscal year 

2019. 
The agreement provides a funding increase 

of no less than 3.3 percent above fiscal year 

2019 to every Institute and Center to con-

tinue investments in research that will save 

lives, lead to new drug and device develop-

ment, reduce health care costs, and improve 

the lives of all Americans. 
The agreement appropriates funds author-

ized in the 21st Century Cures Act. Per the 

authorization, $195,000,000 is transferred to 

the National Cancer Institute (NCI) for can-

cer research; $70,000,000 to the National Insti-

tute of Neurological Disorders and Stroke 

(NINDS), and $70,000,000 to the National In-

stitute on Mental Health (NIMH) for the 

BRAIN Initiative; and $157,000,000 will be al-

located from the NIH Innovation Fund for 

the Precision Medicine Initiative cohort 

($149,000,000) and regenerative medicine re-

search ($8,000,000). 
The Common Fund is supported as a set- 

aside within the Office of the Director at 

$626,511,000. In addition, $12,600,000 is pro-

vided to support pediatric research as au-

thorized by the Gabriella Miller Kids First 

Research Act (P.L. 113–94). 
The bill directs NIH to include updates on 

the following research, projects, and pro-

grams in their fiscal year 2021 Congressional 

Justification: 
∑ Alopecia Areata 
∑ Aortic Aneurysm and Fibrosis 
∑ Congenital Heart Disease 
∑ Government-wide collaborations, par-

ticularly with the Departments of Defense 

(DoD) and Veterans Affairs (VA) 
∑ Gynecologic cancer clinical trials 
∑ Liver cancer 
∑ Melanoma 
∑ NCI Specialized Programs of Research 

Excellence 
∑ Pain management, including multi-agen-

cy partnership with NCCIH, DoD, and VA 
∑ Pediatric Cancer 
∑ Pediatric MATCH 
∑ Progress on the development and ad-

vancement of non-opioid chronic pain thera-

pies 
∑ Psycho-social Distress Complications re-

lated to recommendations made in the 2008 

Institute of Medicine report Cancer Care for 

the Whole Patient: Meeting Psychosocial Health 

Needs 
∑ Rare cancers 
∑ Research Project Grant, R21, P01, and 

R01—Equivalent Cumulative Investigator 

Rates by NIH Institute and Center 
∑ Suicide 
∑ Temporomandibular Disorders 
∑ Threat of emerging infectious disease, 

including a progress report on the use of ma-

chine learning and validated mechanistic 

models to advance critical biomedical re-

search, improve decision support for epide-

miological interventions, and enhance 

human health 

∑ Traumatic Brain Injury, including infor-

mation on a coordinated portfolio, specifi-

cally regenerative medicine and 

neuroplasticity 

NATIONAL CANCER INSTITUTE (NCI) 

Cancer Moonshot.—The agreement directs 

NIH to transfer $195,000,000 from the NIH In-

novation Account to NCI to support the Can-

cer Moonshot Initiative. 
Childhood Cancer Data Initiative.—The 

agreement includes the full budget request 

for this fiscal year of $50,000,000 for the 

Childhood Cancer Data Initiative, which will 

facilitate a connected data infrastructure 

and integrate multiple data sources to make 

data work better for patients, clinicians, and 

researchers. 
Deadliest Cancers.—The agreement directs 

NCI to develop a scientific framework using 

the process outlined in the Recalcitrant Can-

cer Research Act of 2012 for stomach and 

esophageal cancers and urges NCI to con-

tinue to support research with an emphasis 

on developing screening and early detection 

tools and more effective treatments for all 

recalcitrant cancers. NCI is directed to pro-

vide an update on NCI-supported research to 

advance these goals in the fiscal year 2021 

Congressional Justification. Also, NCI is di-

rected to add esophageal and stomach can-

cers to future Research, Condition, and Dis-

ease Categorization (RCDC) reports. Finally, 

the bill encourages NCI to place a high pri-

ority on researching these cancers, which in-

clude anaplastic astrocytoma, diffuse intrin-

sic pontine glioma, glioblastoma, Juvenile 

myelomonocytic leukemia, high-risk neuro-

blastoma, recurrent osteosarcoma, 

rhabdomyosarcoma, and diffuse anaplastic 

Wilms tumors. 
Gynecologic Cancer Clinical Trials.—NCI is 

encouraged to work with stakeholders to ad-

dress priorities for the gynecologic oncology 

clinical trials scientific agenda, including 

consideration of the availability of trials for 

these patients. 
NCI Paylines.—Grant applications to NCI 

have increased by approximately 50 percent 

since 2013, outpacing available funding, with 

requests for cancer research ten-fold greater 

than other Institutes. With such a high de-

mand for NCI grants, only a fraction of this 

research is funded. To support more awards 

and improve success rates, the agreement 

provides $212,500,000 to prioritize competing 

grants and sustain commitments to con-

tinuing grants. 
Precision Medicine.—The agreement strong-

ly supports precision medicine initiatives 

that are critical to delivering the right 

treatment to the right patient at the right 

time. At its core, precision medicine aims to 

understand and treat the underlying cause of 

disease in individual patients. Once the un-

derlying cause of a patient’s disease is iden-

tified, this information can then be used to 

gain new insights into the underlying basic 

biology and disease pathogenesis, which will 

ultimately foster the development of medi-

cine targeted to those patient populations 

most likely to benefit. NIH needs to focus 

cancer precision medicine efforts towards 

comprehensive drug screening and precision 

clinical trials and this agreement has in-

cluded sufficient funding to do so. Therefore, 

the bill directs NCI to fund an initiative to 

foster the clinical demonstration of novel 

methodologies for individualizing identifica-

tion of cancer therapeutics. Programs should 

be at a NCI-designated Comprehensive Can-

cer Center at institutions that have dem-

onstrated institutional investment in preci-

sion medicine, have a strong existing track 

record in NIH-supported cancer funding, and 

have the expertise to conduct in-depth 

genomic analysis of cancer tumors and do 

comprehensive drug repurposing screens of 
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all FDA-approved drugs on at least one 

tumor type. Additionally, regional multi-in-

stitutional consortiums that serve popu-

lations with significant health disparities 

and traditionally underserved populations 

are strongly encouraged. 
Psycho-Social Distress Complications.—NCI is 

encouraged to ensure that all of its des-

ignated cancer centers are managing and 

measuring patients for distress as an inte-

gral piece of their treatment and follow-up 

care. 
Rare Cancers.—The bill supports a trans- 

NIH collaboration, which includes NCATS, 

to accelerate therapies for rare cancers and 

to support broader sharing of genomic-re-

lated rare cancers data to accelerate re-

search and drug development for these can-

cers. 
STAR Act.—The agreement includes no less 

than $25,000,000 in funding for continued im-

plementation of sections of the Childhood 

Cancer Survivorship, Treatment, Access, and 

Research (STAR) Act. Funding is in addition 

to the funds allocated in fiscal year 2019 to 

expand existing biorepositories for childhood 

cancer patients enrolled in NCI-sponsored 

clinical trials to collect and maintain rel-

evant clinical, biological, and demographic 

information on children, adolescents, and 

young adults, with an emphasis on selected 

cancer subtypes (and their recurrences) for 

which current treatments are least effective. 

Funding provided this year will allow NCI to 

continue to conduct and support childhood 

cancer survivorship research as authorized in 

the STAR Act. 

NATIONAL HEART, LUNG, AND BLOOD INSTITUTE 

(NHLBI) 

Chronic Disease Precision Medicine.—The 

bill directs NHLBI to fund an initiative to 

address chronic diseases through 

translational science and the application of 

a precision medicine approach and has in-

cluded sufficient funding to do so. Programs 

should focus on diseases and disorders relat-

ing to heart, lung, blood, and sleep, and ac-

cess to populations with significant health 

disparities. Programs should have a proven 

track record of NIH funding in all of these 

areas, as well as have NIH-funded programs 

for health disparities research. Additionally, 

regional multi-institutional consortiums are 

strongly encouraged. 
Congenital Heart Disease.—NHLBI is en-

couraged to prioritize congenital heart dis-

ease (CHD) activities outlined in its stra-

tegic plan, including improving under-

standing of outcomes and co-morbidities, 

modifying treatment options across the life-

span, and accelerating advances by 

leveraging CHD registries and networks. 
Fibrotic Diseases.—The bill encourages NIH 

to vigorously support dedicated funding and 

research into fibrotic diseases affecting dif-

ferent organs, including the lungs, liver, kid-

neys, heart, skin, and bones. The agreement 

requests a report on the current NIH Fibrosis 

Interest Group and its progress no later than 

90 days after the passage of this Act. The bill 

encourages the Interest Group to continue 

its efforts to bring together key stake-

holders, at the NIH and elsewhere, to develop 

strategic paths forward to maximize efforts 

in fibrotic disease research. The bill also en-

courages NIH to enhance its patient-centered 

clinical research into pulmonary fibrosis to 

include traditional observational and inter-

ventional studies looking at reducing 

healthcare utilization such as hospitaliza-

tions, improving symptoms such as cough, 

and prolonging life, and directs NIH to in-

clude an update in its fiscal year 2021 Con-

gressional Justification on its work relating 

to idiopathic pulmonary fibrosis following 

the November 2012 NHLBI workshop Strategic 

Planning for Idiopathic Pulmonary Fibrosis. 

The agreement also encourages NIH to cre-
ate a funding mechanism to fund fibrosis re-
search across all organs, building on the 
progress and leveraging data that has and 
may result from NHLBI funded projects. 

Hemophilia.—The agreement asks NHLBI 
to provide the Committees with the final re-
port and national blueprint for future re-
search from the May 2018 State of the 
Science Workshop on Factor VIII Inhibitors 
and to take steps to implement the research 
blueprint in collaboration with the hemo-
philia patient, provider, and research com-
munities. 

Pediatric Cardiomyopathy.—The agreement 

commends NHLBI for its long-standing com-

mitment to the Pediatric Cardiomyopathy 

Registry and strongly encourages NHLBI to 

continue to support cardiomyopathy re-

search. 
Postural Orthostatic Tachycardia Syn-

drome.—NIH is directed to submit the report 

on Postural Orthostatic Tachycardia Syn-

drome (POTS) that was requested in Senate 

Report 115–289, now overdue, no later than 30 

days after enactment of this Act. NIH is 

strongly encouraged to include an estimate 

of annual NIH funding allocated to POTS re-

search in its publicly available RCDC report. 

NATIONAL INSTITUTE OF DENTAL AND 

CRANIOFACIAL RESEARCH (NIDCR) 

Temporomandibular Disorders.—NIDCR is 

encouraged to continue collaboration with 

governmental agencies and other stake-

holders in the project entitled 

Temporomandibular Disorders: From Research 
Discoveries to Clinical Treatment and to in-

crease funding to expand the science base in 

this field. 

NATIONAL INSTITUTE OF DIABETES AND 

DIGESTIVE AND KIDNEY DISEASES (NIDDK) 

Chronic Diseases and Health Disparities.— 

Kidney disease, type 2 diabetes, and obesity 

are among the most common, costly, and 

preventable of all health conditions. NIH 

needs to focus chronic disease efforts on 

those populations most affected, particularly 

vulnerable populations and underrepresented 

minorities. Therefore, the agreement pro-

vides sufficient funding for an initiative to 

address chronic diseases and health dispari-

ties in these areas. The program must focus 

on kidney disease, obesity, diabetes, exercise 

medicine, and health disparities. Programs 

should have a strong existing track record of 

NIH funding in all of these areas, such as an 

NIH-funded Nutrition Obesity Research Cen-

ter, Diabetes Research Center, Obesity 

Health Disparities Research Center, and 

O’Brien Kidney Center. Additionally, re-

gional multi-institutional consortiums are 

strongly encouraged. 
Diabetes.—NIDDK is urged to support re-

search to improve the treatment of diabetic 

foot ulcers and reduce amputations. Further, 

the agreement urges NIDDK to work with 

NIA to explore the relationship between dia-

betes and neurocognitive conditions, such as 

dementia and Alzheimer’s disease. Finally, 

the agreement supports efforts to utilize 

adult-derived, non-embryonic pluripotent 

stem cells for developing and commer-

cializing the use of the stem cell-derived is-

lets for both drug discovery and testing plat-

forms and therapeutic delivery to patients 

with diabetes. 
Liver Diseases.—NIDDK is encouraged to 

continue to feature liver diseases research 

considering recent progress and improve-

ments for liver disease patients. 
Medical Foods.—The agreement encourages 

further incorporation of research topics asso-

ciated with medical foods and patient care 

into emerging research activities. 

NATIONAL INSTITUTE OF NEUROLOGICAL 

DISORDERS AND STROKE (NINDS) 

Cerebral Palsy.—The agreement strongly 

encourages NIH to prioritize and implement 

additional FOAs to significantly strengthen, 

accelerate, and coordinate Cerebral Palsy 

(CP) research to address priorities across the 

lifespan identified in the five to 10 year Cere-

bral Palsy Strategic Plan developed by 

NINDS and NICHD. FOAs should target basic 

and translational discoveries, including ge-

netics, regenerative medicine, and mecha-

nisms of neuroplasticity, as well as clinical 

studies aimed at early intervention, com-

parative effectiveness, and functional out-

comes in adults. NIH is also encouraged to 

coordinate with other agencies, including 

CDC, to support additional research on pre-

venting, diagnosing, and treating CP. 
Dystonia.—The agreement urges NINDS to 

follow the recommendations of the dystonia 

conference, including identifying new re-

search and therapeutic needs that will lead 

to a better understanding of dystonia eti-

ology and evaluation of the status of 

translational research that may lead to more 

treatment options for those affected by 

dystonia. 
Opioid Misuse and Addiction.—The agree-

ment includes no less than $250,000,000 for 

targeted research related to opioid misuse 

and addiction, development of opioid alter-

natives, pain management, and addiction 

treatment. The agreement directs NIH to ex-

pand scientific activities related to research 

on medications used to treat and reduce 

chronic pain, and the transition from acute 

to chronic pain. 
POTS.—NIH is directed to submit the re-

port on POTS requested in Senate Report 

115–289, now overdue, no later than 30 days 

after enactment of this Act. NIH is strongly 

encouraged to include an estimate of annual 

NIH funding allocated to POTS research in 

its publicly available RCDC report. 

NATIONAL INSTITUTE OF ALLERGY AND 

INFECTIOUS DISEASES (NIAID) 

AIDS Conference.—The agreement includes 

$5,100,000 for the U.S. contribution to the 

AIDS2020 Conference. 
Antimicrobial Resistance.—The agreement 

includes $511,000,000 within NIAID for re-

search related to combating antimicrobial 

resistance (AMR), an increase of $50,000,000. 

In April, the United Nations issued a report 

that, like the 2016 review sponsored by the 

government of the United Kingdom and 

Wellcome Trust, warned that rampant over-

use of antibiotics and antifungal medicines 

in humans, livestock, and agriculture could 

erase much of the improvement in public 

health achieved since the development of the 

first antimicrobials in the 1940s. The agree-

ment includes $1,700,000 to fund a National 

Academies of Sciences, Engineering, and 

Medicine (NASEM) study to examine and 

quantify the long-term medical and eco-

nomic impacts of increasing AMR in the U.S. 

The review should examine progress made on 

the U.S. National Strategy and Action Plan 

for Combating Antibiotic-Resistant Bac-

teria, including domestic and international 

strategies employed by NIH, CDC, FDA, 

ASPR, USDA, and USAID. The NASEM re-

port should make recommendations to ad-

dress any gaps in research and development 

of therapeutics and diagnostics; efforts to 

move new products to market; animal and 

human surveillance, prevention efforts, 

international coordination and collabora-

tion; and any other recommendations 

NASEM finds relevant to stopping the spread 

of AMR. The agreement directs NIAID to re-

port on trends in AMR-related Research 

Project Grants, including the success rates 

for such grants, and requests an update on 

these activities in the fiscal year 2021 Con-

gressional Justification, including an overall 

assessment of the progress to date of efforts 

to address AMR. 
Celiac Disease.—The agreement encourages 

NIH to devote sufficient, focused research to 
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the study of celiac disease, including the 

autoimmune causation underpinning the af-

fliction. The agreement urges NIAID to bet-

ter coordinate existing research and focus 

new research efforts toward causation and, 

ultimately, a cure of this disease. NIAID is 

encouraged to coordinate with other Insti-

tutes and Centers as appropriate and to sub-

mit its plan for coordination and execution 

of this research to the Committees no later 

than 90 days after enactment of this Act. 
Hepatitis B Virus.—The agreement urges ad-

ditional targeted calls for Hepatitis B Virus 

(HBV) research to fund the many critical re-

search opportunities identified by the sci-

entific community in the Roadmap for a Cure. 

The agreement urges active participation 

and leadership by NIAID in the Director’s 

newly established Trans-NIH Hepatitis B 

working group and requests that NIAID sub-

mit within 180 days of enactment of this Act, 

a research plan to pursue a cure for HBV in 

coordination with the other Institutes and 

Centers. 
HIV/AIDS.—The agreement provides an in-

crease of no less than $25,000,000 over the fis-

cal year 2019 level for HIV/AIDS research. 
Centers for AIDS Research.—As part of the 

domestic HIV initiative, the agreement in-

cludes no less than $51,000,000 for the Centers 

for AIDS Research. 
Lyme Disease and Other Tick-Borne Dis-

eases.—The agreement encourages NIH to 

issue requests for grant applications for re-

search to investigate causes of all forms and 

manifestations of Lyme disease and other 

high-consequence tick-borne diseases, in-

cluding post-treatment symptoms, as well as 

research to develop diagnostics, preventions, 

and treatments for those conditions, includ-

ing potential vaccine candidates. The agree-

ment urges NIAID, in coordination with 

CDC, to study the long-term effects on pa-

tients suffering from post-treatment Lyme 

disease syndrome, or ‘‘chronic Lyme dis-

ease’’. Specifically, the agreement urges 

NIAID to evaluate the effectiveness of lab-

oratory tests associated with the detection 

of Borrelia burgdorferi to diagnose the disease 

early, which can improve the treatment of 

patients suffering from Lyme disease. The 

agreement is also aware of promising vac-

cine innovations to combat Borrelia and re-

quests a report within 90 days of enactment 

of this Act on agency activities to support 

Lyme vaccine development. The agreement 

also encourages NLM, in coordination with 

NIAID, to update its terminology in line 

with new research to more accurately reflect 

the long-term effects of Lyme disease. 
Medical Countermeasures.—The agreement 

supports the continuation of NIAID’s med-

ical countermeasures program, but expects 

the Institute to make sure any future con-

tractor selected for the program can refine 

its animal models, particularly small animal 

models, to support the establishment of ade-

quate countermeasure efficacy to expedite 

approval by the FDA. This requires close co-

ordination with NIAID and the adequate 

level of technical personnel to carry out the 

program’s important mission. 
Universal Flu Vaccine.—The agreement pro-

vides not less than $200,000,000 to advance 

basic, translational, and clinical research to 

develop a universal influenza vaccine, an in-

crease of $60,000,000. 
Valley Fever.—The agreement notes the re-

cent increase in the number of Valley Fever 

infections in Western States and urges 

NIAID to prioritize research on this fungal 

disease. 

NATIONAL INSTITUTE OF GENERAL MEDICAL 

SCIENCES (NIGMS) 

Institutional Development Award.—The 

agreement provides $386,573,000 for the Insti-

tutional Development Award (IDeA) pro-

gram, an increase of $25,000,000. 

Maximizing Access to Research Careers.—The 

agreement recognizes the importance of the 

Maximizing Access to Research Careers 

(MARC) program and encourages the con-

tinuation and enhancement of efforts under-

way with our Nation’s HBCUs. The agree-

ment also encourages NIH to continue and 

strengthen its engagement of institutions lo-

cated in rural parts of the U.S. 

EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE 

OF CHILD HEALTH AND HUMAN DEVELOPMENT 

(NICHD) 

Impact of Technology and Digital Media on 

Children and Teens.—The agreement recog-

nizes that children’s and teens’ lives increas-

ingly involve widespread technology use and 

consumption of digital media. The agree-

ment encourages NIH to prioritize research 

into how these types of stimuli affect young 

people’s cognitive, physical, and socio-emo-

tional outcomes, including attention, sleep-

ing routines, and anxiety. 
Maternal-Fetal Medicine Units Network.— 

The agreement fully supports the work of 

the Maternal Fetal Medicine Units network 

(MFMU) and encourages NICHD to continue 

to build on its success by ensuring its highly 

efficient structure of multicenter collabo-

rative research continues. There is par-

ticular concern that any change in the fund-

ing mechanism or structure for the MFMU 

could compromise the ability of the network 

to remain nimble and directly address the 

changing landscape of women’s health, in-

cluding to reduce health disparities. The 

agreement directs NICHD to submit a report 

to the Committees outlining any potential 

changes being considered to the funding 

mechanism or structure of the MFMU net-

work within 90 days of enactment of this 

Act. 
Prenatal Opioid Use Disorders and Neonatal 

Abstinence Syndrome.—The agreement en-

courages NIH to coordinate with other agen-

cies at HHS to support additional research 

on prevention, identification, and treatment 

of prenatal opioid exposure and neonatal ab-

stinence syndrome (NAS), including the best 

methods for screening and treating pregnant 

women for opioid use disorder and the best 

methods for screening for NAS. Additionally, 

the agreement encourages NIH to build on 

the Advancing Clinical Trials in Neonatal 

Opioid Withdrawal study to enhance under-

standing of the impact of pharmacological 

and non-pharmacological treatment tech-

niques on costs and outcomes in the short- 

term and longitudinally. The agreement fur-

ther encourages NIH to coordinate with 

other agencies at HHS to support research 

on innovative care models to optimize care 

and long-term outcomes for families. 
Research in Pregnant and Lactating 

Women.—The Task Force on Research Spe-

cific to Pregnant Women and Lactating 

Women issued a report to the Secretary of 

HHS outlining 15 recommendations to facili-

tate the inclusion of pregnant and lactating 

women in clinical research. The agreement 

commends the Secretary for extending the 

Task Force and believes this extension 

should be for at least an additional two years 

to continue to work towards healthcare pro-

fessionals and consumers having accurate in-

formation on the safety and efficacy of drugs 

taken by these populations. NICHD should 

oversee its part of the implementation of the 

already released recommendations working 

with other relevant Institutes and Centers, 

CDC, and FDA. The agreement requests a 

progress report be provided in the fiscal year 

2021 Congressional Justification. 

NATIONAL EYE INSTITUTE (NEI) 

Age-Related Macular Degeneration.—The 

agreement recognizes the tremendous strides 

in the treatment of patients with the ‘‘dry’’ 

form of age-related macular degeneration 

and commends NEI for its planned first-in- 

human clinical trial that would test a stem 

cell-based therapy from induced pluripotent 

stem cells. The agreement supports NEI’s 

prospective international study of patients 

that uses the latest advances in retinal im-

aging to identify biomarkers of the disease 

and targets for early therapeutic interven-

tions. 

NATIONAL INSTITUTE OF ENVIRONMENTAL 

HEALTH SCIENCES (NIEHS) 

Hurricane Harvey Research.—The agreement 

includes $3,000,000 for the continued funding 

and expansion of research on the health ef-

fects of environmental exposures directly re-

lated to the consequences of Hurricane Har-

vey in 2017. The research should focus on the 

full Hurricane Harvey-affected region, con-

duct follow-up health research on affected 

populations on registrants, link to relevant 

government and non-profit intervention re-

search programs, and provide critical infor-

mation on disaster preparedness through 

data sharing and analysis. 

NATIONAL INSTITUTE ON AGING (NIA) 

Alzheimer’s Disease and Related Dementias.— 

The agreement provides an increase of 

$350,000,000 for Alzheimer’s disease and re-

lated dementias research, bringing the total 

funding level in fiscal year 2020 to no less 

than $2,818,000,000. 
Diversity of Clinical Trials.—The agreement 

remains concerned about underrepresented 

populations in research, particularly clinical 

trials for Alzheimer’s. The agreement directs 

NIH to report to the Committees within 180 

days of enactment of this Act on how it is 

implementing the actions outlined in the Na-

tional Strategy for Recruitment and Partici-

pation in Alzheimer’s and Related Dementias 

Clinical Research, including NIA resources 

that have been dedicated to these efforts. 
EUREKA Prize.—The agreement requests a 

report within 180 days of enactment of this 

Act on NIA’s initial EUREKA prize competi-

tion, including the number of submissions 

received and any unexpected challenges or 

impediments encountered in executing the 

challenge, as well as lessons learned that 

could be applied to future Alzheimer’s or 

other prize challenges. The agreement also 

requests that the report include any rec-

ommendations to enhance the model going 

forward. 

NATIONAL INSTITUTE ON ALCOHOL ABUSE AND 

ALCOHOLISM (NIAAA) 

Mobile Assessment Technology Research for 

Addictive Behaviors.—The agreement encour-

ages NIAAA to support meritorious research 

to improve the prevention and treatment of 

substance misuse, addiction, and related con-

sequences through the use of mobile tech-

nologies. 

NATIONAL INSTITUTE ON DRUG ABUSE (NIDA) 

Barriers to Research.—The agreement di-

rects NIDA to provide a brief report on the 

barriers to research that result from the 

classification of drugs and compounds as 

Schedule I substances no later than 120 days 

after enactment of this Act. 
Cannabis Research.—The agreement encour-

ages NIH to consider additional investment 

in studying the medicinal effects and toxi-

cology of cannabidiol and cannabigerol. 
Methamphetamine Medication-Assisted Treat-

ments.—The agreement urges NIDA to con-

tinue its ongoing trials to expeditiously find 

and approve a medication-assisted treatment 

for methamphetamine. 
Opioid Misuse and Addiction.—The agree-

ment includes no less than $250,000,000 for 

targeted research related to opioid misuse 

and addiction, development of opioid alter-

natives, pain management, and addiction 

treatment. The agreement directs NIH to ex-

pand scientific activities related to research 
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on medications used to treat and reduce 

chronic pain, and the transition from acute 

to chronic pain. Further, the agreement 

urges NIH to: (1) continue funding research 

on medication development to alleviate pain 

and to treat addiction, especially the devel-

opment of medications with reduced misuse 

liability; (2) as appropriate, work with pri-

vate companies to fund innovative research 

into such medications; (3) report on what is 

known regarding the transition from opioid 

analgesics to heroin and synthetic opioid use 

and addiction within affected populations; 

(4) conduct pilot studies to create a com-

prehensive care model in communities na-

tionwide to prevent opioid misuse, expand 

treatment capacity, enhance access to over-

dose reversal medications, and enhance pre-

scriber practice; (5) test interventions in jus-

tice system settings to expand the uptake of 

medications for treating opioid use disorder 

(OUD) and methods to scale up these inter-

ventions for population-based impact; and (6) 

develop evidence-based strategies to inte-

grate screening and treatment for OUD in 

emergency department and primary care set-

tings. In addition, NIH should continue to 

sponsor research to better understand the ef-

fects of long-term prescription opioid use, es-

pecially as it relates to the prevention and 

treatment of opioid misuse and addiction. 

Further, the agreement notes NIDA has 

started to investigate the links among res-

piratory health, disease, and deaths from 

opioids to determine if addressing under-

lying respiratory physiology can prevent 

death due to respiratory failure during 

overdoses. 

NATIONAL INSTITUTE OF MENTAL HEALTH (NIMH) 

Suicide Prevention and Risk Detection Algo-

rithms.—The agreement continues to encour-

age NIMH to prioritize its suicide screening 

and prevention research efforts to produce 

risk detection models that are interpretable, 

scalable, and practical for clinical imple-

mentation, including mental and behavioral 

healthcare interventions, to combat suicide 

in the U.S. In assessing research opportuni-

ties, the agreement encourages NIMH to con-

sider the recommendations included in the 

Action Alliance for Suicide Prevention’s A 

Prioritized Research Agenda for Suicide Preven-

tion. 

NATIONAL HUMAN GENOME RESEARCH INSTITUTE 

(NHGRI) 

Computational Genomics and RNA Mol-

ecules.—The agreement urges NHGRI to con-

tinue to support research on RNA molecules 

and the mechanisms through which they af-

fect biological processes that cause disease. 
Emerging Centers of Excellence in Genomic 

Sciences.—The agreement includes no less 

than $10,000,000 for a new competitively- 

awarded center-based grant program for 

Emerging Centers of Excellence. The purpose 

of these awards is to build capacity at insti-

tutions that are not prior or current grant-

ees of the Centers of Excellence in Genomic 

Sciences program. The agreement urges 

NHGRI to include plans for sustainment of 

this capacity-building mechanism in its 2020 

vision report. 

NATIONAL CENTER FOR COMPLEMENTARY AND 

INTEGRATIVE HEALTH (NCCIH) 

Pain Management.—The agreement urges 

NIH, along with DoD and VA, to continue to 

support research on non-pharmacological 

treatments for pain management to ensure 

the best quality of care for our Nation’s vet-

erans. 

NATIONAL INSTITUTE ON MINORITY HEALTH AND 

HEALTH DISPARITIES (NIMHD) 

Mental Health.—To address the multiple 

causes of suicide, the agreement urges 

NIMHD to develop a behavioral health ap-

proach focusing on at-risk populations and 

building the mental health workforce at the 

community level. The proposed model should 

improve mental health care access to under-

served populations, including those in rural 

areas, while simultaneously providing train-

ing to potential rural behavioral health pro-

viders. 
Neuroscience Research in African-Ameri-

cans.—The agreement urges the NIH 

Neurobiobank to work with NIMHD and rel-

evant extramural partners to develop the in-

frastructure needed to accelerate the dis-

covery of novel therapeutic targets for 

neuropsychiatric disorders utilizing post- 

mortem brain datasets from underrep-

resented ethnic minority groups, including 

African-Americans. 
Research Centers in Minority Institutions.— 

The agreement includes $75,000,000 for the 

Research Centers in Minority Institutions 

(RCMI) program to support critical infra-

structure development and scientific dis-

covery in historically minority graduate and 

health professional schools. The agreement 

also recognizes the importance of the RCMI 

Coordinating Center in ensuring that collec-

tively, institutions can engage in multi-site 

collaborative research. 
Research Endowment Program.—The agree-

ment urges NIMHD to move forward with the 

recommendations made by the Advisory 

Council workgroup to restore endowment eli-

gibility for the Research Endowment Pro-

gram (REP) to the original Congressional in-

tent, which includes both current and former 

centers of excellence. NIMHD is requested to 

report to the Committees on progress made 

to implement these recommendations prior 

to issuing its next FOA for REP. 

JOHN E. FOGARTY INTERNATIONAL CENTER FOR 

ADVANCED STUDY IN THE HEALTH SCIENCES (FIC) 

Global Infectious Diseases.—The agreement 

urges FIC to continue its important work of 

building relationships with scientists abroad 

to foster a stronger, more effective science 

workforce and health research capacity on 

the ground, helping to detect infectious dis-

eases and building the capacity to confront 

those diseases while improving the image of 

the U.S. though health diplomacy in their 

countries. 

NATIONAL CENTER FOR ADVANCING 

TRANSLATIONAL SCIENCES (NCATS) 

Clinical and Translational Science Awards.— 

The agreement provides $578,141,000 for Clin-

ical and Translational Science Awards 

(CTSAs) and encourages NCATS to fund, 

through the existing CTSA hubs, programs 

to address disparities and the significant 

burden of diseases and other conditions that 

disproportionately affect minority and spe-

cial populations. Accelerating this capacity 

will reduce the burden of disease and pro-

mote health equity. Applying the CTSA 

model to address long-standing regional 

health disparities can provide innovative, 

multi-disciplinary approaches to reducing 

the burden of disease among vulnerable pop-

ulations. 
Cures Acceleration Network.—The agreement 

provides up to $60,000,000 for the Cures Accel-

eration Network. 

OFFICE OF THE DIRECTOR (OD) 

7q11.23 Duplication Syndrome.—Duplication 

7 syndrome is a rare chromosomal abnor-

mality and those affected by this chromo-

somal duplication are likely to experience 

severe behavioral and developmental disabil-

ities requiring consistent medical treat-

ments and therapies. NIH is strongly encour-

aged to expand research on rare genetic and 

chromosomal abnormalities such as 7q11.23 

duplication syndrome. 

Adult Cellular Therapies.—The agreement 

encourages NIH, in coordination with FDA, 

to explore the feasibility and utility of an 

outcomes database for adult cellular thera-
pies that are either FDA-approved or are 
being administered under FDA Investiga-
tional New Drug or Investigational Device 
Exemption protocols. 

All of Us Precision Medicine Initiative.—The 
agreement includes $500,000,000 for the All of 
Us precision medicine initiative. Funding 
provided in the 21st Century Cures Act is re-
duced by $37,000,000 in fiscal year 2020. Ensur-
ing sustained, consistent funding for this 
study is important. Therefore, the agree-
ment has chosen to replace this reduction 
and increase base funding for the program. 
The agreement directs NIH to continue its 
efforts to recruit and retain participants 
from historically underrepresented popu-
lations in biomedical research so that the 
All of Us scientific resources reflect the rich 

diversity of our country. 
Further, the agreement encourages NIH to 

continue to work with a broad array of chil-

dren’s hospitals and networks to leverage 

their expertise and ensure greater diversity 

in pediatric recruitment and enrollment. 
Amyotrophic Lateral Sclerosis.—The agree-

ment directs the NIH Director to facilitate 

further efforts involving, at a minimum, 

NINDS and NIA, to study Amyotrophic Lat-

eral Sclerosis (ALS) disease mechanisms and 

identify genes to facilitate the expeditious 

development of targeted therapies. These 

trans-NIH efforts shall bring together re-

search results that will be available to aca-

demic researchers, non-profit organizations, 

and industry researchers, and will supple-

ment, not supplant, existing NIH-supported 

activities for ALS research. The near-term 

research opportunity to find a cure is real 

for ALS. Any such breakthroughs will have 

significant benefits for related neurological 

conditions including TBI, Parkinson’s, and 

Alzheimer’s. The agreement directs NIH to 

report to the Committees within 180 days of 

enactment of this Act on progress in fur-

thering these research areas, specifically on 

key areas of focus for fiscal years 2020–2024. 
Autism.—The agreement encourages NIH to 

continue to aggressively invest in research 

on autism consistent with the objectives 

outlined in the Strategic Plan. The agree-

ment also encourages NIH to support greater 

investment in research and collaborations 

focused on addressing the gaps outlined in 

the Strategic Plan, including studies to un-

derstand the intersection of biology, behav-

ior, and the environment. 
Autoimmune Conditions.—Autoimmune dis-

eases are more common in women than in 

men, typically manifesting in their child-

bearing years. They include conditions such 

as rheumatoid arthritis, multiple sclerosis, 

lupus, celiac disease, inflammatory bowel 

disease, and type 1 diabetes and together af-

fect an estimated five to seven percent of 

Americans. Many affected women live with a 

second autoimmune illness or other condi-

tion. Despite the impact of these diseases 

and conditions on a domestic population 

ranging between 15,000,000–25,000,000, there is 

no single office within NIH tasked with co-

ordinating research across the agency, or ex-

amining the complex interplay among these 

diseases and conditions. The 2010 NASEM 

study on Women’s Health Research identi-

fied autoimmune conditions as the ‘‘leading 

cause of morbidity in women, greatly affect-

ing quality of life.’’ Despite their impact, the 

report found that ‘‘little progress has been 

made in understanding the conditions better, 

in identifying the risk factors, or in devel-

oping diagnostic tools, better treatments, or 

cures.’’ The agreement includes $1,500,000 for 

NIH to contract with NASEM to identify and 

review NIH’s research efforts in this broad 

area of predominantly women’s health. The 

review should explore NIH’s research in 

autoimmune and coexisting disorders, in-

cluding any barriers to such research, and 

VerDate Sep 11 2014 23:32 Dec 22, 2019 Jkt 099060 PO 00000 Frm 00011 Fmt 7634 Sfmt 0634 E:\CR\FM\A17DE7.054 H17DEPT3S
S

pe
nc

er
 o

n 
D

S
K

B
B

X
C

H
B

2P
R

O
D

 w
ith

 H
O

U
S

E



CONGRESSIONAL RECORD — HOUSEH11072 December 17, 2019 
the most promising areas for future research 

that would benefit the greatest number of 

patients. The review should also identify 

trends among the population suffering from 

these conditions, and any significant bar-

riers to accurate diagnoses. Finally, the 

NASEM report should make recommenda-

tions for how NIH could improve and better 

coordinate research into these diseases and 

conditions, including the potential effects of 

establishing dedicated research entities 

within or external to NIH. 
Big Data.—Despite launching its STRIDES 

and Data Commons initiatives, NIH has lit-

tle yet to show in the area of working with 

data. NIH has struggled to recruit the talent 

to lead efforts to build an analysis platform. 

NIH leadership recognizes it needs additional 

focus on how to consolidate and deliver data 

to the research community in a more usable 

and computationally minable form, but is 

challenged in how to do so. Part of the prob-

lem appears to be the salary restrictions of a 

civil service structure that never con-

templated the costs of recruiting highly 

sought after elite technology talent. The 

Government Accountability Office (GAO) is 

directed to identify and assess the options 

available to NIH for securing the talent it 

needs to lead these efforts. GAO should con-

sider how other agencies meet similar chal-

lenges, and whether statutory changes are 

necessary. The agreement also directs GAO 

to review how NIH funds computational tal-

ent in its grant awards and whether its fund-

ing models adequately reflect the cost of 

these skillsets to grantees. GAO should as-

sess NIH’s guidance for the resource-sharing 

plan it requires for the typical grantee, and 

whether these plans are sufficient and can be 

sustained for ongoing analysis. NIH is urged 

to engage industry, academic, and other Fed-

eral partners to take advantage of cross-en-

terprise artificial intelligence products, re-

search, and tools. Artificial Intelligence 

could play a vital role toward advancing the 

goals of the strategic plan by organizing, 

managing, and making data usable to re-

searchers, institutions, and the public to 

drive outcomes. Finally, the agreement in-

cludes $30,000,000 to support the Chief Data 

Strategist’s work in fiscal year 2020, and ex-

pects NIH to provide a spending plan for 

these funds within 30 days of enactment of 

this Act. 
Biomedical Research Facilities.—The bill pro-

vides $50,000,000 for grants to public and/or 

not-for-profit entities to expand, remodel, 

renovate, or alter existing research facilities 

or construct new research facilities as au-

thorized under 42 U.S.C. section 283k. The 

agreement also directs NIH to allocate no 

less than 25 percent of funding for this pro-

gram to Institutions of Emerging Excellence 

to ensure geographic and institutional diver-

sity. Finally, the agreement urges NIH to 

consider recommendations made by the NIH 

Working Group on Construction of Research 

Facilities, including making awards that are 

large enough to underwrite the cost of a sig-

nificant portion of newly constructed or ren-

ovated facilities. 
Brain Research through Advancing Innova-

tive Neurotechnologies Initiative.—The agree-

ment provides $500,000,000 for the BRAIN ini-

tiative, finally achieving the initial BRAIN 

2025 report recommendation of $500,000,000 

per year by fiscal year 2019. The agreement 

provides additional resources to signifi-

cantly expand efforts to working with the 

BRAIN data. Neuroscience, and biosciences 

in general, need additional focus on how to 

consolidate and deliver data to the research 

community in a more usable and 

computationally minable form. The agree-

ment expects to receive a report in the fiscal 

year 2021 Congressional Justification on the 

initiative’s achievements in its first five 

years of operation and its objectives for the 

next five years, including NIH’s plans to ad-

dress the challenge of making large datasets 

usable. 
Clinical Research Professional Competency.— 

The agreement encourages NIH to continue 

considering the training needs of the clinical 

research workforce when determining best 

practices in conducting clinical trials. 
Clinical Trials Policy.—The agreement sup-

ports NIH’s recent announcement to delay 

the implementation of certain registering 

and reporting requirements for basic experi-

mental studies with humans. The agreement 

urges NIH to continue its efforts, including 

working with the basic research community, 

to achieve a balanced registration and re-

porting strategy that meets the interests of 

study participants, investigators, and tax-

payers. NIH is directed to report to the Com-

mittees no less than 60 days prior to moving 

forward with any new proposals for reg-

istering basic experimental studies with hu-

mans as clinical trials. 
Ethnic and Racial Diversity in Cancer Devel-

opment and Outcomes.—The agreement urges 

NIH, including NIMHD and NCI, to continue 

to support research on the cause, prevention, 

and treatment of cancer in populations with 

diverse cultural, racial, and ethnic composi-

tion. The agreement also encourages NCI to 

continue to consider an institution’s re-

search efforts that specifically address the 

cancer burden, risk factors, incidence, mor-

bidity, mortality, and inequities in the geo-

graphic area it serves, when considering ap-

plications from cancer centers for NCI des-

ignation. 
Firearm Injury and Mortality Prevention Re-

search.—The agreement includes $12,500,000 

to conduct research on firearm injury and 

mortality prevention. Given violence and 

suicide have a number of causes, the agree-

ment recommends the NIH take a com-

prehensive approach to studying these un-

derlying causes and evidence-based methods 

of prevention of injury, including crime pre-

vention. All grantees under this section will 

be required to fulfill requirements around 

open data, open code, pre-registration of re-

search projects, and open access to research 

articles consistent with the National Science 

Foundation’s open science principles. The 

Director of NIH is to report to the Commit-

tees within 30 days of enactment on imple-

mentation schedules and procedures for 

grant awards, which strive to ensure that 

such awards support ideologically and politi-

cally unbiased research projects. 
Foreign Threats to Research.—There remains 

concern about foreign threats to the re-

search infrastructure in the U.S. In par-

ticular, the Chinese government has started 

a program to recruit NIH-funded researchers 

to steal intellectual property, cheat the 

peer-review system, establish shadow labora-

tories in China, and help the Chinese govern-

ment obtain confidential information about 

NIH research grants. As the Federal Bureau 

of Investigation, HHS, and NIH continue to 

investigate the impact the Thousand Talents 

and other foreign government programs have 

had on the NIH research community, the 

agreement directs NIH to notify the Com-

mittees quarterly on the progress of the in-

vestigation, as well as institutions, sci-

entists, and research affected. Further, the 

agreement directs NIH to carefully consider 

the NIH Advisory Committee’s recommenda-

tions, including to implement a broad edu-

cation campaign about the requirement to 

disclose foreign sources of funding and de-

velop enhanced cybersecurity protocols. As 

recommended, NIH should use this campaign 

to help institutions develop best practices 

for how to handle these challenges, including 

training, communications materials, and 

how to improve vetting, education, and secu-

rity. Further, NIH shall evaluate the peer-re-

view system and their internal controls 

through a lens that takes into account na-

tional security threats. This includes hold-

ing those accountable who inappropriately 

share information from the peer-review proc-

ess or illegally share intellectual property. 

The agreement notes the partnership be-

tween NIH and HHS’ Office of National Secu-

rity (ONS) on this issue and ONS’s imple-

mentation of a formal NIH CI/Insider Threat 

program on NIH’s behalf. The agreement be-

lieves this work should be expanded in fiscal 

year 2020 and directs NIH to allocate no less 

than $5,000,000 for this work that ONS does 

on behalf of NIH. 
Frontotemporal Degeneration Research.—The 

agreement encourages NIH to continue to 

support a multi-site network of clinical cen-

ters to study genetic and sporadic cases of 

frontotemporal degeneration (FTD) and 

maintain progress toward biomarker dis-

covery and drug development in clinical 

trials using these well-defined FTD cohorts. 

A key component of this network will be the 

development of a data biosphere that sup-

ports wide sharing of robust datasets, gen-

erated with powerful -omic platforms. Data 

sharing will enable the broader community 

of researchers outside of the clinical net-

works, particularly early career scientists, 

to take on the challenges currently con-

fronting Alzheimer’s disease and related de-

mentias disorders with a wider array of ex-

pertise. Research has revealed that all forms 

of dementia may have a variety of root 

causes and display multiple underlying 

pathologies. Research on the related demen-

tias is critical for understanding basic dis-

ease mechanisms that may be common 

across multiple forms of dementia and there-

fore speed the translation of this informa-

tion into much-needed therapeutics. While 

the continued support of biomedical research 

offers hope for the future, too many families 

and individuals living with dementia cannot 

find the help they need today. Therefore, the 

agreement also urges NIH to support re-

search on the development of new and im-

proved dementia care practices and long- 

term supports and services. By supporting 

both types of research, NIH may advance 

progress toward future therapies and treat-

ments while also helping people get the ap-

propriate and effective care and support they 

need today. 
Harassment Policies.—The NASEM report 

released last year found that sexual harass-

ment is rampant in the labs and institutions 

supported by NIH. The Committees believe 

NIH must play a more active role in chang-

ing the culture that has long perpetuated the 

problem. The Committees direct NIH to re-

quire institutions to notify the agency when 

key personnel named on an NIH grant award 

are removed because of sexual harassment 

concerns and to submit to the Committees 

plans to implement measures that attend to 

harassment in extramural settings with the 

same level of attention and resources as 

those devoted to other research misconduct. 

The Committees also direct NIH to support 

research in the areas identified in the report, 

including the psychology underlying harass-

ment and the experiences and outcomes of 

diverse groups when subjected to harass-

ment. Additionally, the Committees direct 

NIH to collaborate with NASEM to develop 

best practices for developing more diverse 

and inclusive cultures in the grantee re-

search environments, including training in-

dividuals in institutions that receive NIH 

funds to recognize and address sexual harass-

ment, and evaluating the efficacy of various 

sexual harassment training programs. 
Hepatitis C.—The agreement urges NIH to 

prioritize research aimed at supporting hepa-

titis C elimination. 
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Human Microbiome Project.—The agreement 

encourages OD to continue working collabo-

ratively with NIDDK and other relevant In-

stitutes and Centers to expand and advance 

Human Microbiome Project research. 
IDeA States Pediatric Clinical Trials Net-

work.—The agreement commends NIH for es-

tablishing the IDeA States Pediatric Clinical 

Trials Network (ISPCTN) to provide medi-

cally-underserved and rural populations with 

access to state-of-the-art clinical trials, 

apply findings from relevant pediatric cohort 

studies to children in IDeA State locations, 

and enhance pediatric research capacity to 

address unmet pediatric research needs in 

underserved areas. The agreement provides 

$15,000,000 in additional funding for the Envi-

ronmental Influences on Child Health Out-

comes Program to continue the ISPCTN pro-

gram. 
Increasing Diversity in NIH Clinical Trials.— 

The agreement recognizes efforts by NIH to 

reduce health disparities by addressing sig-

nificant barriers to clinical trial participa-

tion and directs the agency to ensure eligi-

bility criteria for clinical trials funded by 

NIH do not create unintentional barriers to 

participation for racial and ethnic minori-

ties as well as for patients with certain 

health conditions. The agreement directs 

NIH to revise existing protocol templates 

and guidelines for clinical trials that receive 

funding by the agency to include eligibility 

criteria that avoids inappropriate exclusions 

of racial and ethnic minorities by taking 

steps to account for variations in health sta-

tus across racial and ethnic minority groups 

when determining eligibility criteria as well 

as ensuring exclusions based on health sta-

tus are scientifically justified and appro-

priate. 
Induced Pluripotent Stem Cells.—The agree-

ment directs NIH to provide funding to sup-

port translational research, as well as pro-

mote regional, collaborative consortiums to 

advance scientific knowledge in the area of 

induced pluripotent stem cells basic re-

search. The agreement further instructs NIH 

to conduct an assessment of agency efforts 

to: (1) address the existing funding gap be-

tween basic science and clinical trial re-

search; and (2) develop a framework that pro-

vides both new and existing grantees with 

funded opportunities for translational re-

search. The agreement expects this informa-

tion to be included in the fiscal year 2021 

Congressional Justification. 
Intellectual Property.—The agreement en-

courages the Director to work with the HHS 

Assistant Deputy Secretary for National Se-

curity to improve the security of intellectual 

property derived from NIH-funded research. 

In particular, NIH is encouraged to: improve 

the security of the peer review system; aug-

ment the application process to identify 

funding that applicants receive from a for-

eign government; and assist the HHS Inspec-

tor General and appropriate law enforcement 

agencies to identify violations of U.S. law or 

policy. 
Intramural Nonhuman Primate Research.— 

The agreement recognizes the use of 

nonhuman primate research for the advance-

ment of biomedical research. It also under-

stands that NIH continues to seek scientific 

alternatives to reduce and replace nonhuman 

primate use in biomedical research. NIH re-

views every project that uses nonhuman pri-

mates in research to ensure both the welfare 

of the animal and that there are no scientific 

alternatives that could replace an animal 

model. The agreement requests a report to 

the Committees no later than one year after 

enactment of this Act that includes a discus-

sion of nonhuman primate use and efforts to 

reduce such research use specifically, an as-

sessment of research alternatives, including 

benefits and limitations of such alternatives, 

cost estimates, and areas of further need for 

innovative alternatives. In the fiscal year 

2021 Congressional Justification, the agree-

ment requests NIH include a discussion of re-

search alternatives in use and those in devel-

opment. 
Mucopolysaccharide Diseases.—The agree-

ment encourages expanded research of treat-

ments for neurological, chronic inflamma-

tion, cardiovascular, and skeletal manifesta-

tions of mucopolysaccharide (MPS) and ML 

diseases, with an emphasis on gene therapy. 

The agreement also encourages NIH to in-

crease funding to grantees to incentivize 

MPS research, particularly given the age and 

small population of current researchers. Un-

derstanding the manifestations and treat-

ments of both the skeletal and neurological 

disease continue to be the greatest areas of 

unmet need. 
Myalgic Encephalomyelitis/Chronic Fatigue 

Syndrome.—The agreement commends NIH 

on its new Myalgic Encephalomyelitis/ 

Chronic Fatigue Syndrome (ME/CFS) efforts, 

including its 2019 conference on accelerating 

research into ME/CFS, the formation of the 

National Advisory Neurological Disorders 

and Stroke (NANDSC) Council Working 

Group, and the unanimous adoption of the 

working group’s report and recommenda-

tions on September 4, 2019. The agreement 

strongly encourages NIH to implement the 

recommendations in the NANDSC report, in 

particular to accelerate the identification of 

ME/CFS subtypes through the development 

of an ME/CFS Registry and Biorepository 

and to increase the number of ME/CFS re-

search grant applications by investing in 

early career investigators as recommended 

in the NANDSC report. The agreement also 

recommends that NIH expand ME/CFS ef-

forts, for example, by developing: (1) new 

ME/CFS disease specific funding announce-

ments, including those with set-aside funds, 

to deliver needed diagnostics and treatments 

as quickly as possible; (2) an initiative to 

reach consensus on the ME/CFS case defini-

tion; and (3) mechanisms to incentivize re-

searchers to enter the field. 
National Commission on Lymphatic Dis-

eases.—OD and NHLBI are applauded for fa-

cilitating the 2015 Trans-NIH Lymphatics 

Symposium. Lymphatics research has the 

scientific potential to treat a variety of se-

vere diseases, including heart disease, diabe-

tes, rheumatoid arthritis, and cancer. The 

Director is encouraged to establish a Na-

tional Commission on Lymphatic Diseases or 

other appropriate mechanism to explore and 

make recommendations on the ongoing ex-

pansion and coordination of lymphatic dis-

eases research NIH-wide. 
News Briefings.—Until recently, NIH pro-

vided the Committees with a summary of the 

day’s news articles on itself, health and med-

ical news, global health updates, and other 

topics affecting its operations. The agree-

ment directs NIH to resume providing daily 

NIH news briefings within 14 days of enact-

ment of this Act. 
Organ Donation and Transplantation.—The 

agreement includes $1,500,000 to contract 

with and fund a NASEM study to examine 

and recommend improvements to research, 

policies, and activities related to organ do-

nation and transplantation. The report shall 

include: (1) identification of current chal-

lenges involved in modeling proposed organ 

allocation policy changes and recommenda-

tions to improve modeling; (2) recommenda-

tions about how costs should be factored into 

the modeling of organ allocation policy 

changes; (3) a review of scoring systems (e.g., 

CPRA, EPTS, KDPI, LAS, MELD, etc.) or 

other factors that determine organ alloca-

tion and patient prioritization and rec-

ommendations to assure fair and equitable 

practices are established, including reducing 

inequities affecting socioeconomically dis-

advantaged patient populations; (4) rec-

ommendations to update the OPTN’s policies 

and processes to ensure that organ alloca-

tion decisions take into account the view-

points of expert OPTN committees; and (5) 

such other issues as may be identified. 

Osteopathic Medical Schools.—The agree-

ment notes concern about a lack of access to 

research funding for osteopathic medical 

schools through NIH, as osteopathic medi-

cine is one of the fastest growing healthcare 

professions in the country, and realizes its 

vital role in treating our Nation’s rural, un-

derserved, and socioeconomically challenged 

populations. 

Pediatric Clinical Trials Authorized under 

Best Pharmaceuticals for Children Act.—The 

agreement directs that no less than 

$25,000,000 be used toward research in prepa-

ration for clinical trials authorized by the 

Best Pharmaceuticals for Children Act. 

Platform Technologies.—The agreement di-

rects NIH to provide a report in the fiscal 

year 2021 Congressional Justification that 

identifies: (1) the challenges that currently 

limit NIH’s ability to support the develop-

ment of platform technologies, and how 

these might be addressed. Potential exam-

ples include: (a) low levels of engagement 

with researchers in the physical sciences, en-

gineering, math, and computer science; (b) a 

culture that prioritizes hypothesis-driven as 

opposed to technology-driven proposals; (c) 

the structure of the NIH, which is organized 

primarily around specific diseases or organs 

of the body; (d) a typical size and duration of 

research grants that may not be aligned with 

the level of investment required for advances 

in platform technologies; and (e) difficulty in 

supporting high-risk, high-return ideas; (2) 

the specific unmet needs for basic, clinical 

and translational research that might moti-

vate investment in transformational plat-

form technologies that could be high-impact 

and timely, given recent scientific and tech-

nological advances and unmet medical needs; 

and (3) changes that NIH and Congress 

should consider with respect to its ability to 

identify and fund promising research pro-

posals for platform technologies. Examples 

include: (a) recruiting NIH personnel and 

members of study sections with relevant ex-

pertise; (b) supporting workshops and the de-

velopment of roadmaps for platform tech-

nologies; (c) increasing funding mechanisms 

that are appropriate for platform tech-

nologies that are relevant to multiple NIH 

Institutes, such as the Common Fund or 

NIBIB; (d) increasing NIH’s capacity to part-

ner with industry on the development of 

platform technologies, such as use of Other 

Transactions authorities; (e) experimen-

tation with different models for funding and 

managing research, such as the DARPA 

model for recruiting and empowering world- 

class program managers; (f) use of incentive 

prizes, milestone payments and open innova-

tion techniques; and (g) funding non-profit 

research institutes that have an increased 

capacity to manage more complex research 

projects that require professional scientists, 

engineers, and product managers, not just 

graduate students and postdoctoral research-

ers. The agreement encourages NIH to en-

gage the research community and industry 

as it develops its response to these questions 

and options. 

Precision Medicine and the Pediatric Popu-

lation.—The agreement recognizes the poten-

tial that precision medicine holds for all 

populations, including children, and encour-

ages NIH to prioritize timely and meaningful 

enrollment for the pediatric population, in-

cluding healthy children and those with rare 

disease, in the All of Us program. The agree-

ment requests an update within 60 days on 
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the timing for the Special Populations Com-

mittee to provide recommendations regard-

ing the practical considerations of child en-

rollment and data collection involving chil-

dren. Additionally, the agreement directs 

that NIH provide an update on plans to en-

sure that the research cohort includes a suf-

ficient number of children to make meaning-

ful studies possible, the target date for en-

rollment to commence and how enrollment 

strategies will include input from pediatric 

stakeholders across the country with experi-

ence in pediatric clinical trial enrollment. 
Rare Diseases.—There is concern with un-

known costs resulting from undiagnosed and 

untreated rare diseases. As a result, the 

agreement directs GAO to study what is 

known about the total impact rare diseases 

have on the U.S. economy, including direct 

medical costs, non-medical costs, loss of in-

come, and the societal consequence of 

undiagnosed and untreated rare disease. No 

later than two years after the date of enact-

ment of this Act, GAO shall provide a report 

on its findings to the Committees. 
Regenerative Medicine.—NIH is encouraged, 

in collaboration with FDA and HRSA, to en-

gage experts and stakeholders to define data 

types and standards necessary to collect 

data and measure outcomes related to regen-

erative cell therapies and conduct real-world 

testing through a pilot outcomes database 

for regenerative adult cell therapies, includ-

ing products administered under FDA Inves-

tigational New Drug or Investigational De-

vice Exemption protocols. 
Spina Bifida.—The agreement encourages 

NIA, NIDDK, NICHD, and NINDS to study 

the causes and care of the neurogenic blad-

der and kidney disease to improve the qual-

ity of life of children and adults with Spina 

Bifida; to support research to address issues 

related to the treatment and management of 

Spina Bifida and associated secondary condi-

tions, such as hydrocephalus; and to invest 

in understanding the myriad co-morbid con-

ditions experienced by individuals with 

Spina Bifida, including those associated with 

both paralysis and developmental delay. The 

agreement supports the specific efforts of 

NICHD to understand early human develop-

ment; set the foundation for healthy preg-

nancy, and lifelong wellness of women and 

children; and promote the gynecological, 

andrological and reproductive health for peo-

ple with Spina Bifida. Additionally, NICHD 

is encouraged to identify sensitive time peri-

ods to optimize health interventions; im-

prove health during transition from adoles-

cence to adulthood; and ensure safe and ef-

fective therapeutics and devices. 
Stimulating Peripheral Activity to Relieve 

Conditions Initiative.—The agreement ap-

plauds NIH for its cross-cutting Simulating 

Peripheral Activity to Relieve Conditions 

Initiative and is pleased by the Initiative’s 

attention to research that aims to address 

gaps in treatments for patients suffering 

from gastrointestinal, genitourinary, car-

diac, and other disorders. NIH is encouraged 

to work collaboratively across its Institutes 

and Centers on innovative ways to expand 

treatment options for these often burden-

some conditions. 
Temporomandibular Disorders.—For the first 

time, the nation’s leaders in health and med-

icine are enlisting experts to review all as-

pects of TMD, generating recommendations 

for research, regulation, and policy. To con-

tinue to build on advances in coordinated re-

search and treatment, the agreement asks 

OD, as it continues to work with NASEM on 

the study, to explore the creation of a NIH 

inter-Institute TMD working group and to 

report to the Committees within 90 days fol-

lowing the publication of the final report. 
Traumatic Brain Injury.—The agreement di-

rects NIH to enhance its research efforts on 

alternative treatment methods for TBI and 

post-traumatic stress disorder (PTSD), in-

cluding hyperbaric oxygen treatment 

(HBOT). The agreement encourages NIH to 

partner with DoD and VA to research treat-

ment alternatives such as HBOT for veterans 

living with PTSD and/or TBI. 
Trisomy 21.—The agreement includes 

$60,000,000 for support of the Investigation of 

Co-Occurring Conditions Across the Lifespan 

to Understand Down Syndrome (INCLUDE) 

Initiative. It is expected that this multi- 

year, trans-NIH research initiative may 

yield scientific discoveries that could signifi-

cantly improve the health and quality of life 

of individuals with Down syndrome as well 

as millions of typical individuals. The agree-

ment requests the Director provide a plan 

within 60 days of enactment of this Act that 

includes a timeline description of potential 

grant opportunities and deadlines for all ex-

pected funding opportunities so that young 

investigators and new research institutions 

may be further encouraged to explore re-

search in this space. This plan should also 

incorporate pipeline research initiatives spe-

cific to Down syndrome. 
Tuberous Sclerosis Complex.—The agreement 

encourages the Director to apply rec-

ommendations from two recent NIH-spon-

sored workshops on Tuberous Sclerosis Com-

plex (TSC): the Neurodevelopmental Dis-

orders Biomarkers Workshop held in Decem-

ber 2017 involving TSC and related 

neurodevelopmental disorders to take advan-

tage of biomarker expertise and lessons 

learned across disease groups, and the work-

shop entitled Accelerating the Development 

of Therapies for Anti-Epileptogenesis and 

Disease Modification held in August 2018 for 

which TSC is a model disorder with the abil-

ity to diagnose TSC prior to onset of epi-

lepsy. 
Urinary Tract Infections.—The agreement 

commends NIH for supporting research 

across the lifespan to better understand the 

genitourinary microbiome, the role of in-

flammation in bladder health, and the im-

pact of these factors in urinary tract infec-

tions (UTIs). NIH should continue research 

in the development of new and novel thera-

pies to treat and prevent UTIs, including 

small molecule candidates and other ap-

proaches that can disrupt infection and new 

antibiotics against extensively drug-resist-

ant bacterial strains. The agreement sup-

ports the development of preventive thera-

pies and new treatment strategies. 
Inclusion in Clinical Research.—The agree-

ment directs NIH to fund a NASEM study ex-

amining and quantifying the long-term med-

ical and economic impacts of the inclusion of 

women and racial and ethnic minorities in 

biomedical research and subsequent 

translational work, and has provided 

$1,200,000 to fund this effort. NIH is directed 

to report to the Committees on this issue 

and it should include a review of the existing 

research on the long-term economic benefits 

of increasing the participation of women and 

racial and ethnic minorities in clinical trials 

and biomedical research, including an anal-

ysis of fiscal implications of inclusion on the 

nation’s overall healthcare costs; examine 

new programs and interventions in medical 

centers that are currently working to in-

crease participation of women of lower socio-

economic status and women who are mem-

bers of racial and ethnic minority groups; 

identify programs that are positively ad-

dressing issues of underrepresentation; and 

analyze whether and how those programs are 

replicable and scalable; and identify more in-

clusive institutional and informational poli-

cies and procedures to improve health out-

comes for racial and ethnic minorities, in-

cluding health referral forms, continuing 

education classes, and more. 

BUILDINGS AND FACILITIES 

The bill includes $225,000,000 from HHS’ 

Nonrecurring Expenses Fund for buildings 

and facilities. The agreement directs NIH to 

provide a report with the fiscal year 2021 

Congressional Justification describing the 

steps it has taken and will take to imple-

ment the recommendations in the 2019 

NASEM report Managing the NIH Bethesda 

Campus’ Capital Assets in a Highly Competitive 

Global Biomedical Research Environment. 

There is a particular interest in the actions 

NIH is taking to apply the recommendations 

to update the Buildings and Facilities 

prioritization model, develop an annual 

budget request for Backlog of Maintenance 

and Repair, and strengthen its internal gov-

ernance process, including assigning and em-

powering a senior leader to manage capital 

planning. 
In addition, the agreement directs NIH to 

provide quarterly briefings of its Buildings 

and Facilities maintenance and construction 

plans, including specific milestones for ad-

vancing projects, status of the project, cost, 

and priority. These updates should also high-

light and explain any potential cost and 

schedule changes affecting projects. 

SUBSTANCE ABUSE AND MENTAL HEALTH 

SERVICES ADMINISTRATION (SAMHSA) 

The agreement encourages SAMHSA to ex-

ercise maximum flexibility when developing 

funding opportunity announcements to en-

sure that all eligible applicants may apply. 

MENTAL HEALTH 

Certified Community Behavioral Health Clin-

ics.—The agreement includes increased fund-

ing and directs SAMHSA to prioritize re-

sources to entities within States that are 

part of the section 223(a) of the Protecting 

Access to Medicare Act of 2014 (P.L. 113–93) 

demonstration and to entities within States 

that were awarded planning grants. 
Mental Health.—The agreement directs 

SAMHSA to provide a comprehensive plan to 

the Committees no later than 60 days after 

enactment of this Act identifying current 

gaps in mental health care programs, high-

lighting how programs can help close those 

gaps, and providing recommendations to 

meet the needs of those experiencing mental 

illness. 
National Child Traumatic Stress Initiative.— 

The agreement intends that $13,000,000 is for 

a new competitive process to expand support 

for universities, hospitals, and community- 

based programs, of which at least $4,000,000 is 

to be prioritized for mental health services 

for unaccompanied alien children. The agree-

ment also provides an additional $2,000,000 

for activities authorized under section 582(d) 

and (e) of the Public Health Service Act. 
Within the total provided for Mental 

Health Programs of Regional and National 

Significance (PRNS), the agreement includes 

the following amounts: 

Budget Activity FY 2020 
Agreement 

Capacity: 
Seclusion and Restraint ............................. $1,147,000 
Project AWARE ............................................. 102,001,000 
Mental Health Awareness Training ............. 22,963,000 
Healthy Transitions ..................................... 28,951,000 
Infant and Early Childhood Mental Health 7,000,000 
Children and Family Programs ................... 7,229,000 
Consumer and Family Network Grants ....... 4,954,000 
Project LAUNCH ........................................... 23,605,000 
Mental Health System Transformation ....... 3,779,000 
Primary and Behavioral Health Care Inte-

gration .................................................... 49,877,000 
National Strategy for Suicide Prevention ... 18,200,000 

Zero Suicide ....................................... 16,200,000 
American Indian and Alaska 

Native ................................... 2,200,000 
Suicide Lifeline ........................................... 19,000,000 
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