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Project Narrative: 
 
Periviable births at the threshold of viability between 20 weeks and 25 weeks 6 days of 
gestation are at high risk for early death and handicaps. In this study, maternal-fetal 
medicine specialists and neonatologists from four medical centers will develop a 
database of periviable pregnancy, determine outcomes important to parents of periviable 
pregnancies and their underlying motivations, find out if quantitative estimates of 
outcome are useful, and develop decision aids.  
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multidisciplinary evaluation team includes two additional developmental pediatricians, two PhD clinical 
psychologists (including , consultant for the development of the Bayley), audiologist, 
optometrist, nutritionist, physical therapist, occupational therapist, pediatric nurse practitioner, and a clinic 
coordinator.  In addition, pediatric neurologists, pediatric surgeons, and other consultants are available for 
specific protocols.  Most of the professional staff has been associated with the Follow-Up Program for more 
than twenty years.  These professionals hold faculty appointments within various schools at .     
 
Neonatal Intensive Care Follow-Up Database  
The Neonatal Intensive Care Follow-Up Program maintains a complete database that includes pregnancy, 
perinatal, neonatal, and follow-up information.  The Follow-Up Program and database have been used in 
single center innovative outcomes research  

. 
 
Policies and Procedures for Conducting Clinical Research in the Follow-Up Program  
Clinical research is an essential component of the Follow-Up Program.  Any project that requires follow-up 
is discussed with the Director of the Follow-Up Program.  The follow-up protocol is modified to meet the 
needs of specific studies.   
 
Mechanism in Place to Insure Compliance and Assistance with Follow-Up 
A follow-up rate higher than the highly desirable 90% (actual at  is 95%) at 22-26 months corrected age 
has been maintained during the current five-year NRN cycle.  This high follow-up rate has been 
accomplished through dedicated research personnel for tracking and intensive personal contact with 
families.  Prior to discharge, a conference is held between the follow-up staff and family to provide in-depth 
information on the importance of follow-up of these high risk infants and the availability of early intervention 
programs.  Contact information is updated with several names and telephone numbers of extended family 
and friends.  The first appointment to the clinic is also given.  Telephone contact is maintained once or twice 
between scheduled visits to strengthen the relationship between the follow-up staff and the family.  
Frequent contacts alert the follow-up staff to any family relocation and prompt them to start tracking through 
alternative contacts immediately.  The parents are contacted immediately after a missed appointment.  
Other tracking mechanisms include use of greeting cards, contact with the child’s primary care providers, 
certified letters, and internet search.  Appointment reminder letters are sent one month ahead of scheduled 
appointments and confirmation by telephone is made 1-2 weeks before the appointment date.  In response 
to missed appointments, the follow-up coordinators attempt to contact the family on the day of the 
scheduled visit and continue until the appointment is rescheduled.  Evaluations through home visits are 
arranged for those families unable or unwilling to come to the clinic.  Fourteen follow-up visits, which include 
the Bayley and neurological exam, have been conducted at home during 2013-2014.  
 
PERINATAL DATA SYSTEM  
The Perinatal Data System consists of several large data resources that are readily available to the Division 
of Neonatology.  The data resources include the integrated MFM and neonatology Cerner electronic 
medical record, the Neonatology database, the  database, and the 
Neonatal Intensive Care Follow-Up database.  Biostatistical consultation and data management resources 
are provided by the Department of Biostatistics   
 
Neonatology Database 
The Division of Neonatology’s computerized database was established in 1984. The purpose of this 
database is to collect, tabulate, and monitor bio-demographic, survival, and morbidity data in order to permit 
rapid identification of trends in certain neonatal problems and morbidities.  The data information coordinator 
uses standardized protocols for extracting data from the medical record onto the data sheets upon a 
patient’s discharge.  The data processing specialist is responsible for data entry, quality control, data 
analysis, and generation of reports.  Precision and accuracy are insured by chart review and procedures 
internal to the computer program, as well as by downloading and external analysis by other computer 
programs.  Quarterly audits of entered forms are compared with hard copy logs to ensure that each infant is 
represented in the database.  Over 160 variables are collected on each patient.  The database fields and 
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onduct clinical research, in the provision of data required for grant submission 
n this grant submission, and to determine research feasibility. The data base has 
rs and is currently stored in the Microsoft Access format.  and 

 perform data entry. The data abstraction form contains demographic information, obstetrical 
and medical history, and delivery information. The information is recorded for every delivery and entered 
into the perinatal database. The database is used to generate reports on a monthly and annual basis to 
evaluate quality and clinical volumes. Quality control of this data is performed by cross checking with other 
administrative data systems, including billing, hospital administration, and specialized reports generated 
from the EMR. IRB approval has been obtained to search the database to determine research feasibility. 
This approval is reviewed on an annual basis by the IRB. 
       In addition to providing demographic information for this grant application the database has been used 
to provide information on prevalence of various obstetric characteristics for MFMU studies and other grant 
applications. Recently the Perinatal Database was queried to determine the obesity rate in our obstetric 
population for a grant titled  submitted by . 

. Patients admitted to labor and delivery have height and weight recorded on admission. 
This information was then used to calculate BMI. The information is provided in our demographic details 
table for 2013 and 2014 (Table 2 above). We used the database to determine frequency of preterm labor 
and delivery prior to 32 weeks estimated gestational age for a planned placebo controlled tocolytic trial. 
       NICU newborn data is collected by  (NICU ) and  
(NICU ) and entered into a separate neonatal data base. Other resources that are 
used for research queries include the  computerized EMR (EPIC, Verona, WI), R4 Ultrasound 
Reporting System (Hyland, Westlake, OH), and -Fetal Monitoring System (Elgin, IL). Our prior fetal 
monitoring system (OB-Tracevue) was replaced by  in 2013 because of improved integration with 
EPIC.  FHR tracings were converted and stored using open source software to insure 
retrievability of the 163k episodes. 
       EPIC has been our EMR vendor since its acceptance for outpatient management in 2001 and inpatient 
management in 2009.  has been a national leader in EMR and was recognized as the first hospital 
system to achieve  

We expect to adopt the  in 
2016. EPIC provides a data search tool to create queries for quality, research, and administrative report 
generation called  access to all clinical data stored in EPIC since its 
introduction in 2001. 

 
 using the EPIC EMR. Queries can be generated to compare our institution to this large 

database of health information. EXPLORYS is used for quality evaluation as well as for research with IRB 
approval. We have used EPIC to our advantage as an innovative tool for efficient staffing and human 
resource management. 
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Number of neonatal transports 167 180 
  NICU inborn admissions < 34 wks 311 316 
NICU inborn admissions < 29 wks 95 92 
NICU inborn admissions < 1500 gm BW 178 169 
NICU inborn admissions < 1000 gm BW 84 70 
NICU out-born admissions < 34 wks 36 42 
NICU out-born admissions < 29 wks 8 10 
NICU out-born admissions < 1500 gm BW 20 20 
NICU out-born admissions < 1000 gm BW 4 6 
Number of infants 1500 -2499 gm BW 596 634 
Number receiving ventilator care 328 297 
Number ≥ 34 wks receiving ventilator care  152 119 
Number receiving CPAP only 155 211 
Number ≥ 34 wks receiving CPAP only 52 104 
Number of surgical cases1 86 69 
ECMO 5 1 
Congenital diaphragmatic hernia 3 1 
Congenital gastrointestinal malformations2 30 21 
NEC ≥ stage 2 17 13 
NEC requiring surgery 7 7 
Spontaneous intestinal perforation 5 2 
Other surgical conditions3 31 38 
Number with any ROP 54 62 
Number with ≥ stage 3 ROP 11 14 
Number receiving laser4  5 6 
Number receiving Avastin5 3 5 
Number with BPD< 1500gm6  48 42 
Number ≥ 36 wks with HIE    13 10 
Number ≥ 36 wks with HIE-cooling at < 6hrs   10 8 
Number 33-35 wks with HIE 1 1 
1Patients that require cardiac surgery are transferred to  

 
 GI malformations include atresias, abdominal wall defects, 

Hirschprung’s disease, webs and stenoses 
3 Other surgical conditions include meconium ileus and peritonitis, 
volvulus, choanal atresia, intussusception, small bowel 
obstruction, hernia repair, tracheostomy, testicular torsion 
4 In each year, 2 infants received laser therapy twice 
5 In each year 2 infants received both laser and Avastin 
6 BPD is based on O2 use at 36 weeks post-menstrual age   
 

For infants < 34 weeks born during 2013 and 2014, 88 and 90% were in-born, respectively; for infants < 29 
weeks born during 2013 and 2014, a slightly higher percent were in-born (90 and 92%, respectively).  This 
reflects an active regional maternal transport program which is closely adhered to by obstetric providers in 
the community.  These statistics speak strongly to recognition among Obstetricians and Pediatricians of the 
importance of regionalized care for both high-risk mothers and infants.  
The cohort of infants cared for in the  NICU demonstrates that there are a constant number of high-risk 
infants available for participation in clinical trials. It is difficult to predict changes in the health care delivery 
system in  given the uncertain impact of government and third party payer initiatives to 
improve health, quality of service and efficiency of care.  However, we are optimistic that our well 
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e. Nutrition: The NICU has outstanding Nutritional support provided by 4.1 FTE Nutritionists. 
Our Nutritionists are an integral component of the medical team and are part of daily rounds. They 
are responsible for optimizing parenteral and/or enteral nutrition based on fluid intake, associated 
morbidities and any specific patient concerns. They order all parenteral nutrition after review with the 
medical staff.  They participate in our Follow-up Program and provide recommendations for 
optimizing nutrition for high-risk infants. Our Nutritionists participate in the divisional academic 
mission and have been Co-Investigators in a single site randomized trial of  
protein intake of parenteral nutrition for ELBW infants .  
f. : Clinical care of critically ill and convalescing neonates is 
supported by a full complement of medical sub-specialists from  with 80 
full-time Faculty.  The 2 hospitals are connected by a tunnel facilitating movement of personnel and 
patients between the two facilities. The NICU is also supported by excellent pediatric surgical 
services including General Pediatric Surgery, Ophthalmology, Neurosurgery, Urology, 
Otolaryngology, Maxillo-Facial Plastic Surgery and Orthopedics. Surgical cases are performed in the 
operating rooms of  and infants are transported and recover in the NICU.  
Unstable infants are operated on at the bedside in our single family room NICU. 

5. Perinatal Database:   
The Division of Neonatology maintains 4 data bases focusing on different aspects of neonatal care. All 
databases are Access based and protected health information is kept secure on a hospital based SQL 
server. The databases are in addition to being a member of the Network and include the 
following: 

a. Divisional Database: This database collects core information on every admission to the NICU 
including maternal and delivery history, infant demographics and characteristics, out-born status, 
major morbidities and disposition at discharge.  It is used to track utilization of our NICU resources 
and to follow trends in the medical conditions cared for. The database is maintained by our Transport 
Coordinator, who also serves as a Liaison with the community. The database is checked for accuracy 
by comparison with the hospital NICU admission records, comparing admissions (inborn, out-born, 
transfers within the hospital and readmissions) to discharges (disposition to home, Mother-Baby unit, 
community hospital, other tertiary centers and death), and insuring that the sum of birth weight 
categories equal the sum of gestational age categories.  Upper and lower limits are used to identify 
outliers and prompt review.  
b. Follow-up Database: Data for the Follow-up Program includes anthropometrics, clinical 
information, neurological examination, developmental scores and limited socio-demographic items for 
infants with a gestational age < 32 weeks. The database is maintained by a Research Statistician 
Analyst.  
c. ROP Database: The ROP database was established in collaboration with our Ophthalmology 
colleagues to i) track and demonstrate comprehensive screening for ROP for inpatient and 
outpatients to insure timely intervention if indicated, ii) correlate assessment of ROP rates over time 
with changes in clinical practice such as altered oxygen saturation targets, and iii) monitor use of 
therapies such as laser and new interventions such as Avastin.  The database is checked for 
accuracy by comparison of the number of first ROP screening exams with NICU admissions, deaths 
and transfers to other hospitals prior to the first ROP examination.  Exam results of infants transferred 
to other hospitals are retrieved by the ROP Coordinator to reconcile all infants who should be initially 
screened. A similar process occurs for follow-up screening examinations.  The ROP Coordinator 
accounts for all scheduled out-patient visits and follows up with families who missed an appointment. 
The database is maintained by the ROP Coordinator. 
d. Nutrition Database: Our Nutritionists maintain a database of nutritional support provided to 
infants with a birth weight < 1000gms which is used to review our practices, identify practices that 
should be altered or discussed and provide data for relevant research within the Division. Data are 
collected by our Nutritionist group and consists of parenteral and enteral macro-nutrient and caloric 
intake on day 0, 1, 4 and weeks 1, 2, 3, 4, 5, 6, 8, 10, 12 and at 36 weeks, and growth parameters at 
selected ages. 

We plan on integrating the Divisional Database and the Follow-up Database in the coming years.  We have 
used the latter 2 data-bases to develop a joint Obstetrics, Maternal-Fetal Medicine and Neonatology 
guideline for the approach to extreme prematurity at  As part of this initiative, a summary document 
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and a convenient reference card was created for all providers so that the same local data are used in 
discussions and counseling of families prior to delivery.  
Maternal-Fetal Medicine at : 
Antenatal Fetal Testing 
The     

diagnostic and therapeutic services. The  PDC 
employs 5 full time masters-level genetic counselors, 2 nurses, 1 phlebotomist, 5 full-time equivalent 
sonographers, and clerical support staff. The  PDC is a -owned and 

 MFM Division-operated 4,500 square foot sister unit which employs 5 full time equivalent 
sonographers, 1 phlebotomist, a 0.6 FTE masters-level genetic counselor, and clerical support staff. In 
2014, these two sites performed 13,559 Level 2 fetal sonographic studies, 732 fetal echocardiograms, 
13,442 fetal growth studies, and provided 1,478 genetic counseling sessions. Additionally, 1,384 non-stress 
tests and 4,244 biophysical profiles were performed in these sites in 2014. The MFM Division provides fetal 
interventions for diagnosis and therapy as part of the Program in Fetal Medicine, a cooperative venture of 

,  and . During 2014, 56 amniocenteses, 21 chorionic villus 
samplings, 14 fetal blood samplings, 11 fetal blood transfusions, and 11 placental vascular laser ablations 
for twin-twin transfusion syndrome were performed.  
Intra-partum Diagnosis 
The LDR Suite is composed of 20 private rooms, each equipped with electronic monitoring recording. Fetal 
heart rate data and alpha-numeric notations entered into this record are stored on laser disc (QMI System, 
Marquette Electronics, Milwaukee, WI). Blood gas testing of maternal, fetal and neonatal blood samples is 
performed in the NICU blood gas laboratory lying 120 feet from the center of the LDR Suite. Each 
labor/delivery room is immediately adjacent to a fully equipped neonatal resuscitation room. Invasive 
neonatal monitoring, intubation, and other respiratory support can be initiated on site, prior to transport to 
the NICU.  Fetal ultrasonography and maternal ventilation and Swan-Ganz invasive and Doppler 
cardiovascular monitoring can be provided in the LDR Suite, in the operating rooms and in the post-
anesthesia care unit. 
Laboratory Testing 
Clinical activities at  are fully supported by a round-the-clock state of the art, high throughput, on-site 
multi-specialty laboratory.  Additionally, the   

perform approximately 10,000 prenatal 
screening tests per year, serving local and national physicians. The laboratory also supports reproductive 
and medical endocrinology, and oncology, with more than 35,000 samples processed and 50,000 tests run 
per year. 
The Division of Laboratory Genetics  offers both conventional and 
high resolution karyotype analysis, interphase rapid fluorescence in situ hybridization (FISH) for amniocytes 
and blood samples to detect common trisomies, and FISH analysis for micro-deletion syndromes and 
telomere rearrangements and Her-2 gene amplification for breast cancer. The Laboratory performs 
molecular testing for single gene disorders such as Fragile X syndrome, Prader-Willi-Angelman syndromes, 
Cystic Fibrosis, Coagulation disorders and others, using polymerase chain reaction (PCR), Southern blot 
analysis, linkage analysis, methylation analysis and micro-satellite marker analysis. In addition, the 
laboratory also performs Microarray analysis to detect genome wide genetic imbalances in individuals with 
congenital anomalies and mental retardation. The Genetics laboratory performs approximately1, 500 
karyotype analyses, 600 FISH analyses, 200 DNA diagnostic tests and 3,000 CF screening tests and 400 
microarray analyses annually. 
Division of Perinatal and Pediatric Pathology 
The Division is composed of five perinatal pathologists and two specialty-trained 
Perinatal Pathologists Assistants. The Division’s clinical and academic activities are focused on pathologic 
examination of the placenta, fetus and newborn. The Pathologists are board-certified in Pathology and 
Laboratory Medicine and in the Subspecialty Board of Developmental and Pediatric Pathology. Annually, 
the Division performs over 100 postmortem examinations on perinates over 20 weeks’ gestation, and more 
than 110 complex perinatal examinations on fetuses of less than 20 weeks. In addition, 5000 placentas, 
mostly from high-risk pregnancies, and 3,000 products of conceptions from early losses are examined 
annually. Eight hospitals in two neighboring states regularly refer perinatal specimens to the Division to be 
evaluated. The Division has been the main center for Placental and Fetal Pathology in the Stillbirth 
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Collaborative Research Network (SCRN). The protocols for detailed and standardized placental and post 
mortem examination were established and published by the , . 

Members of the Division are involved with externally funded research activities , 
stem cell related techniques and in vivo tissue implantation models. Clinical material including post mortem, 
products of conception and placenta reports, tissue blocks and slides have been retained since 1958. The 
reports and images of archival post mortem cases and their associated placentas are digitized and are 
accessible by a searchable database. Since 2001, the macroscopic images have been digitized and 
arguably the Division has the most comprehensive digital image collection of perinatal specimens available. 
A recent addition to the facility is a large capacity glass slide scanner where entire histologic sections can 
be scanned and utilized for diagnostic or investigative purposes. This system has advanced image analysis 
and quantification capabilities. In addition telepathology is also possible. Routine postmortem techniques 
include digital photography, digital radiography, microbiological cultures, microscopic examination and 
molecular and classical cytogenetics. In addition to routine histological methods, an immunohistochemical 
staining facility using a wide variety of antibodies is available, as are transmission and scanning electron 
microscopy for metabolic/neuromuscular diseases. Molecular investigative techniques such as RT PCR, 
FISH, CISH and SNP analysis are routinely utilized. Cytogenetics is available, but microarray analysis is 
used even for routine post mortem and other clinical cases.  

Follow-up Program 
NICU Based: The Neonatal Follow-up Program at  was established in 1974 and consists of a team 
experienced in neonatal follow-up tracking, retaining patients for long term studies and comprehensive 
multidisciplinary assessments. Team members include  (internationally-
recognized for pediatric follow-up research), 3 additional physicians including a pulmonologist 1 nutritionist, 
2 psychologists, 2 social workers, parent consultant, clinic manager, data entry personnel, and data analyst. 
This team has expertise in performing Bayley Scales of Infant Development Assessments, neurological 
examinations, growth parameters including skin fold thickness, medical assessments and hearing and 
vision assessments. All infants having birth weights of <1500 grams or < 34 weeks gestation are scheduled 
for follow-up exams at 3, 6, 12, 24 months corrected age, 30 months and at 5 years. Additional criteria for 
entry into the Follow-up Program regardless of birth weight include ECMO, HIE, neurologic complications, 
oxygen, feeding problems, social environmental risk, and sepsis.  

 
The Clinic is family 

friendly, handicapped-accessible and has free parking. Home visits are made for study patients who are 
unable to come to clinic. There were 1563 and 1863 assessments completed in 2013 and 2014 
respectively.   
Compliance rates for study patients 

Study Age of Assessment Dates Follow-up Rate 
NICHD NRN Generic 24 months CA 2013 89% 
NICHD NRN Generic 24 months CA 2014 86% 
Support Trial 3-4 years 2014 98% 
Support Trial  7 years 2014 87% 
Late Hypothermia 24 months 2014 92% 

The program's clinic coordinator implements the following strategy to maintain compliance:  
 NICU staff and discharge class inform families of the follow-up program.
 A welcome home packet with clinic brochure is provided.
 Families are accommodated by providing transportation if needed, or offering a travel
reimbursement.   
 The staff sends birthday cards to all children who were < 1000 grams for the first 5 years.

All staff is trained to provide comprehensive family centered visits both in the clinic and at home. The 
number of home visits performed each month averages 2.5. Stepwise tracking is usually performed in a 
sequential fashion: Family or friend contacts (General Information Form); Pediatrician's office; Hospital 
database; State database ; Internet search. 
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  1

ORGANIZATIONAL DUNS*:   
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2016           End Date*: 06-30-2017            Budget Period:  1

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 1.20 16,535.00 4,977.00 21,512.00
2 . 0.60 9,165.00 2,759.00 11,924.00
3 . 0.60 9,165.00 2,759.00 11,924.00
4 . 0.60 6,603.00 1,988.00 8,591.00
5 . 0.60 5,749.00 1,731.00 7,480.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 61,431.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 7.20 39,120.00 13,575.00 52,695.00

1 Total Number Other Personnel Total Other Personnel 52,695.00

Total Salary, Wages and Fringe Benefits (A+B) 114,126.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: : P  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 4,868.00
2. Foreign Travel Costs

Total Travel Cost 4,868.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number:  Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services
5. Subawards/Consortium/Contractual Costs 624,012.00
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 624,012.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 743,006.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 47.00 118,994.00 55,927.00
2 .  MTDC 47.00 100,000.00 47,000.00

Total Indirect Costs 102,927.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 845,933.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1234-Budget   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number:  

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  2

ORGANIZATIONAL DUNS*:   
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2017           End Date*: 06-30-2018            Budget Period:  2

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 1.20 16,535.00 4,977.00 21,512.00
2 . 0.60 9,165.00 2,759.00 11,924.00
3 . 0.60 9,165.00 2,759.00 11,924.00
4 . 1.20 13,207.00 3,975.00 17,182.00
5 . 0.60 5,750.00 1,731.00 7,481.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 70,023.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 12.00 65,200.00 22,624.00 87,824.00

1 Total Number Other Personnel Total Other Personnel 87,824.00

Total Salary, Wages and Fringe Benefits (A+B) 157,847.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 0.00
2. Foreign Travel Costs

Total Travel Cost 0.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: Funding Opportunity Number: . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services
5. Subawards/Consortium/Contractual Costs 554,452.00
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 554,452.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 712,299.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 47.00 157,847.00 74,188.00

Total Indirect Costs 74,188.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

DHHS, Steven Zurf, 301-492-4855

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 786,487.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1234-Budget   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 2,034.00
2. Foreign Travel Costs

Total Travel Cost 2,034.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number:  . Received Date: 2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  4

ORGANIZATIONAL DUNS*:   
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2019           End Date*: 06-30-2020            Budget Period:  4

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 1.20 16,535.00 4,977.00 21,512.00
2 . 0.60 9,165.00 2,759.00 11,924.00
3 . 0.60 9,165.00 2,759.00 11,924.00
4 . 1.20 13,207.00 3,975.00 17,182.00
5 . 0.60 5,750.00 1,731.00 7,481.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 70,023.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 12.00 65,200.00 22,624.00 87,824.00

1 Total Number Other Personnel Total Other Personnel 87,824.00

Total Salary, Wages and Fringe Benefits (A+B) 157,847.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 2,387.00
2. Foreign Travel Costs

Total Travel Cost 2,387.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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j

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  5

ORGANIZATIONAL DUNS*:   
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2020           End Date*: 06-30-2021            Budget Period:  5

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 8,267.00 2,489.00 10,756.00
2 . 0.60 9,165.00 2,759.00 11,924.00
3 . 0.60 9,165.00 2,759.00 11,924.00
4 . 0.60 6,603.00 1,988.00 8,591.00
5 . 0.60 5,749.00 1,731.00 7,480.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 50,675.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 6.48 35,208.00 12,217.00 47,425.00

1 Total Number Other Personnel Total Other Personnel 47,425.00

Total Salary, Wages and Fringe Benefits (A+B) 98,100.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 



Tracking Number:  Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 1,035.00
2. Foreign Travel Costs

Total Travel Cost 1,035.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number:  Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ●  Project       ❍  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services
5. Subawards/Consortium/Contractual Costs 659,574.00
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 659,574.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 758,709.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 47.00 99,135.00 46,593.00

Total Indirect Costs 46,593.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 805,302.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1234-Budget   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 







 
Subawards/Consortium/Contractual Costs to n $ 138,600 (includes direct cost of $90,000 + IDC of 
$48,600) 
Subawards/Consortium/Contractual Costs to  $144,180 (includes direct cost of $90,000 + IDC 
of $54,180) 
Subawards/Consortium/Contractual Costs to  $142,579 (includes direct cost of $89,955 + IDC of 
52,264) 
Subawards/Consortium/Contractual Costs to $ 129,093 (includes direct cost of $72,111+ IDC of $56,982) 
 
 
OTHER DIRECT COSTS IN YEAR 3        
 
Subawards/Consortium/Contractual Costs to  $ 138,600 (includes direct cost of $90,000 + IDC of 
$48,600) 
Subawards/Consortium/Contractual Costs to  $144,180 (includes direct cost of $90,000 + IDC 
of $54,180) 
Subawards/Consortium/Contractual Costs to  $142,579 (includes direct cost of $89,955 + IDC of 
52,264) 
Subawards/Consortium/Contractual Costs to  $ 121,848 (includes direct cost of $68,065+ IDC of $53,783) 
 
OTHER DIRECT COSTS IN YEAR 4        
 
Subawards/Consortium/Contractual Costs to $ 138,600 (includes direct cost of $90,000 + IDC of 
$48,600) 
Subawards/Consortium/Contractual Costs to  $144,180 (includes direct cost of $90,000 + IDC 
of $54,180) 
Subawards/Consortium/Contractual Costs to  $142,579 (includes direct cost of $89,955 + IDC of 
52,264) 
Subawards/Consortium/Contractual Costs to $ 114,053 (includes direct cost of $63,712+ IDC of $50,341) 
 
OTHER DIRECT COSTS IN YEAR 5        
 
Subawards/Consortium/Contractual Costs to  $ 138,600 (includes direct cost of $90,000 + IDC of 
$48,600) 
Subawards/Consortium/Contractual Costs to  $144,180 (includes direct cost of $90,000 + IDC 
of $54,180) 
Subawards/Consortium/Contractual Costs to  $142,579 (includes direct cost of $89,955 + IDC of 
52,264) 
Subawards/Consortium/Contractual Costs to  $ 234,215 (includes direct cost of $130,810+IDC of 
$103,405) 
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Tracking Number: 7

RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)
 

Section A, Senior/Key Person 322,175.00

Section B, Other Personnel 363,592.00

Total Number Other Personnel 5

Total Salary, Wages and Fringe Benefits
(A+B)

685,767.00

Section C, Equipment

Section D, Travel 10,324.00

1. Domestic 10,324.00

2. Foreign

Section E, Participant/Trainee Support
Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs 2,932,657.00

1. Materials and Supplies 8,000.00

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services

5. Subawards/Consortium/Contractual
Costs

2,924,657.00

6. Equipment or Facility Rental/User
Fees

7. Alterations and Renovations

8. Other 1

9. Other 2

10. Other 3

Section G, Direct Costs
(A thru F)

3,628,748.00

Section H, Indirect Costs 377,922.00

Section I, Total Direct and Indirect Costs
(G + H)

4,006,670.00

Section J, Fee
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Expiration Date: 06/30/2016

Tracking Number

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  1

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2016           End Date*: 06-30-2017            Budget Period:  1

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 3,034.00 12,199.00
2 . 0.60 9,165.00 3,034.00 12,199.00
3 . TBA TBA 12.00 49,288.00 16,314.00 65,602.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 90,000.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 90,000.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: 
2 -10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)

                                                                                                              Page 121

Contact PD/PI: 



Tracking Number:  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: Brown University

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Modified Total Direct Cost 60.20 90,000.00 54,180.00

Total Indirect Costs 54,180.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 144,180.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1235-

BudgetJustif091815.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  2

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2017           End Date*: 06-30-2018            Budget Period:  2

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . MD 0.60 9,165.00 3,034.00 12,199.00
2 . t MD 0.60 9,165.00 3,034.00 12,199.00
3 . TBA TBA 12.00 49,288.00 16,314.00 65,602.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 90,000.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 90,000.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  3

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2018           End Date*: 06-30-2019            Budget Period:  3

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 3,034.00 12,199.00
2 . MD 0.60 9,165.00 3,034.00 12,199.00
3 . TBA TBA Research

Coordinator
12.00 49,288.00 16,314.00 65,602.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 90,000.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 90,000.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)

                                                                                                              Page 126

Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Modified Total Direct Cost 60.20 90,000.00 54,180.00

Total Indirect Costs 54,180.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 144,180.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1235-

BudgetJustif091815.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  4

ORGANIZATIONAL DUNS*:    0698519130000

Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Contact PD/PI



Tracking Number: 7

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Modified Total Direct Cost 60.20 90,000.00 54,180.00

Total Indirect Costs 54,180.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 144,180.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1235-

BudgetJustif091815.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 



Expiration Date: 06/30/2016

Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  5

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2020           End Date*: 06-30-2021            Budget Period:  5

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 3,034.00 12,199.00
2 . 0.60 9,165.00 3,034.00 12,199.00
3 . TBA TBA Research

Coordinator
12.00 49,288.00 16,314.00 65,602.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 90,000.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 90,000.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 





Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Modified Total Direct Cost 60.20 90,000.00 54,180.00

Total Indirect Costs 54,180.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

DHHS Robert I. Aaronson 1-212-264-1823

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 144,180.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1235-

BudgetJustif091815.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 





Tracking Number: 

RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)
 

Section A, Senior/Key Person 450,000.00

Section B, Other Personnel

Total Number Other Personnel

Total Salary, Wages and Fringe Benefits
(A+B)

450,000.00

Section C, Equipment

Section D, Travel

1. Domestic

2. Foreign

Section E, Participant/Trainee Support
Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs

1. Materials and Supplies

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services

5. Subawards/Consortium/Contractual
Costs

6. Equipment or Facility Rental/User
Fees

7. Alterations and Renovations

8. Other 1

9. Other 2

10. Other 3

Section G, Direct Costs
(A thru F)

450,000.00

Section H, Indirect Costs 270,900.00

Section I, Total Direct and Indirect Costs
(G + H)

720,900.00

Section J, Fee
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Expiration Date: 06/30/2016

Tracking Number

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  1

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2016           End Date*: 06-30-2017            Budget Period:  1

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . C 0.60 9,165.00 2,475.00 11,640.00
2 . 0.60 9,165.00 2,475.00 11,640.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 23,280.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 12.00 52,500.00 14,175.00 66,675.00

1 Total Number Other Personnel Total Other Personnel 66,675.00

Total Salary, Wages and Fringe Benefits (A+B) 89,955.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 





Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 89,955.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 58.50 89,955.00 52,624.00

Total Indirect Costs 52,624.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

Uyen Tran, DHHS 214-767-3261

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 142,579.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 

PPRN_Budget_Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 89,955.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 58.50 89,955.00 52,624.00

Total Indirect Costs 52,624.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

Uyen Tran, DHHS 214-767-3261

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 142,579.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 

PPRN_Budget_Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 





Tracking Number

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 89,955.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 58.50 89,955.00 52,624.00

Total Indirect Costs 52,624.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

Uyen Tran, DHHS 214-767-3261

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 142,579.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 

PPRN_Budget_Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 





Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 89,955.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 58.50 89,955.00 52,624.00

Total Indirect Costs 52,624.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

Uyen Tran, DHHS 214-767-3261

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 142,579.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 

PPRN_Budget_Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  5

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2020           End Date*: 06-30-2021            Budget Period:  5

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 2,475.00 11,640.00
2 . 0.60 9,165.00 2,475.00 11,640.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 23,280.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 12.00 52,500.00 14,175.00 66,675.00

1 Total Number Other Personnel Total Other Personnel 66,675.00

Total Salary, Wages and Fringe Benefits (A+B) 89,955.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 89,955.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 58.50 89,955.00 52,624.00

Total Indirect Costs 52,624.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 142,579.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 

PPRN_Budget_Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Contact PD/PI: 





Tracking Number: 

RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)
 

Section A, Senior/Key Person 116,400.00

Section B, Other Personnel 333,375.00

Total Number Other Personnel 5

Total Salary, Wages and Fringe Benefits
(A+B)

449,775.00

Section C, Equipment

Section D, Travel

1. Domestic

2. Foreign

Section E, Participant/Trainee Support
Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs

1. Materials and Supplies

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services

5. Subawards/Consortium/Contractual
Costs

6. Equipment or Facility Rental/User
Fees

7. Alterations and Renovations

8. Other 1

9. Other 2

10. Other 3

Section G, Direct Costs
(A thru F)

449,775.00

Section H, Indirect Costs 263,120.00

Section I, Total Direct and Indirect Costs
(G + H)

712,895.00

Section J, Fee
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  1

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2016           End Date*: 06-30-2017            Budget Period:  1

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,284.00 3,528.00 12,812.00
2 . 1.20 10,722.00 4,074.00 14,796.00

3 . 0.60 4,972.00 1,889.00 6,861.00
4 . 4.50 31,794.00 12,082.00 43,876.00
5 . 2.40 23,572.00 8,957.00 32,529.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 110,874.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 110,874.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services 78.00
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 78.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 110,952.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Multiple Confidential Indirect Rates 87,701.00

Total Indirect Costs 87,701.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 198,653.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1 BudgetJustification.pdf   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  2

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2017           End Date*: 06-30-2018            Budget Period:  2

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . Abhik Das PD/PI 0.12 1,913.00 727.00 2,640.00
2 . r 1.20 11,044.00 4,197.00 15,241.00

3 . 0.24 2,049.00 778.00 2,827.00
4 . 2.40 17,465.00 6,637.00 24,102.00
5 . 1.95 19,727.00 7,496.00 27,223.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 72,033.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 72,033.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Contact PD/PI: 



Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services 78.00
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 78.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 72,111.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Multiple Confidential Indirect Rates 56,982.00

Total Indirect Costs 56,982.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 129,093.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: BudgetJustification.pdf   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services 78.00
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 78.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 68,065.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Multiple Confidential Indirect Rates 53,783.00

Total Indirect Costs 53,783.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 121,848.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name: 1  BudgetJustification.pdf   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services 78.00
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 78.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 63,712.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Multiple Confidential Indirect Rates 50,341.00

Total Indirect Costs 50,341.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 114,053.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name  BudgetJustification.pdf   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  5

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2020           End Date*: 06-30-2021            Budget Period:  5

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 10,450.00 3,971.00 14,421.00
2 . r 1.20 12,068.00 4,586.00 16,654.00

3 . 0.12 1,119.00 425.00 1,544.00
4 . 0.60 4,771.00 1,813.00 6,584.00
5 . 6.00 66,325.00 25,204.00 91,529.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 130,732.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Total Number Other Personnel Total Other Personnel

Total Salary, Wages and Fringe Benefits (A+B) 130,732.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

F. Other Direct Costs Funds Requested ($)*

1. Materials and Supplies
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services 78.00
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 78.00

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 130,810.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  Multiple Confidential Indirect Rates 103,405.00

Total Indirect Costs 103,405.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 234,215.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name:  BudgetJustification.pdf   

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Program Director/Principal Investigator (Last, First, Middle):     

0925-0001/0002 (Rev. 08/12) Page   5    Continuation Format Page 

 

Budget Justification 
 

The proposed budget below is based on our understanding of the goals and objectives of the 
Periviable Perinatal Research Network (PPRN) as set out in the Research Strategy. It pre-supposes that we 
will receive the necessary permissions to access and reuse any relevant data coordination, management 
and/or analyses related templates and resources that we have developed in our role as the longtime Data 
Coordinating Center (DCC) for the   

  
Personnel 
 

Staff 

 Note that all key personnel are prepared and would be happy to commit additional time to the study if 
requested by NICHD.  staff charge by the hour and their commitments to this effort can be 
varied across time, as required by project activities. 

Percent Effort: pays staff monthly, on the basis of 166.67 hours/month, which equals 2,000 
hours/year.  billable salaries are not computed on 2,080 hours, because 80 hours are paid holidays, 
which cannot be worked or charged by staff. To recoup the holiday pay, salaries are therefore computed 
on the basis of 2,000 billable hours/year. holidays are not included in our Fringe Benefit pool. The Full-time 
Equivalent for staff is budgeted at 1,833 hours/year. This amount is based on the 2,000 billable hours, less 
the average paid time off (PTO) of 167 hours. PTO hours are included in  Fringe Benefit rate and applied 
to direct labor salaries. 

Key Staff  
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Other Direct Costs  

 
Computer costs - Computer storage costs - $390 
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Tracking Number: 

RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)
 

Section A, Senior/Key Person 445,260.00

Section B, Other Personnel

Total Number Other Personnel

Total Salary, Wages and Fringe Benefits
(A+B)

445,260.00

Section C, Equipment

Section D, Travel

1. Domestic

2. Foreign

Section E, Participant/Trainee Support
Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs 390.00

1. Materials and Supplies

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services 390.00

5. Subawards/Consortium/Contractual
Costs

6. Equipment or Facility Rental/User
Fees

7. Alterations and Renovations

8. Other 1

9. Other 2

10. Other 3

Section G, Direct Costs
(A thru F)

445,650.00

Section H, Indirect Costs 352,212.00

Section I, Total Direct and Indirect Costs
(G + H)

797,862.00

Section J, Fee
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  1

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2016          End Date*:  06-30-2017            Budget Period:  1

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 3,218.00
2. Foreign Travel Costs

Total Travel Cost 3,218.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number: 

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  2

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2017           End Date*: 06-30-2018            Budget Period:  2

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 1,466.00 10,631.00
2 . . 0.60 9,165.00 1,466.00 10,631.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 21,262.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 9.60 52,000.00 13,520.00 65,520.00

1 Total Number Other Personnel Total Other Personnel 65,520.00

Total Salary, Wages and Fringe Benefits (A+B) 86,782.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number:  Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 3,218.00
2. Foreign Travel Costs

Total Travel Cost 3,218.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: 

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  2

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2017          End Date*:  06-30-2018            Budget Period:  2

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 54.00 48,600.00 48,600.00

Total Indirect Costs 48,600.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

DHHS, Arif Karim, (214) 767-3261

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 138,600.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name:  Budget

Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number:  . Received Date: 2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  3

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2018           End Date*: 06-30-2019            Budget Period:  3

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 . 0.60 9,165.00 1,466.00 10,631.00
2 . 0.60 9,165.00 1,466.00 10,631.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 21,262.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 9.60 52,000.00 13,520.00 65,520.00

1 Total Number Other Personnel Total Other Personnel 65,520.00

Total Salary, Wages and Fringe Benefits (A+B) 86,782.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number:  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  3

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2018          End Date*:  06-30-2019            Budget Period:  3

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 54.00 48,600.00 48,600.00

Total Indirect Costs 48,600.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 138,600.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name:  Budget

Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Expiration Date: 06/30/2016

Tracking Number: 7

RESEARCH & RELATED BUDGET - SECTION A & B, Budget Period  4

ORGANIZATIONAL DUNS*:   
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Enter name of Organization: 

Start Date*:  07-01-2019           End Date*: 06-30-2020            Budget Period:  4

A. Senior/Key Person

Prefix First Name* Middle

Name

Last Name* Suffix Project Role* Base

Salary ($)

Calendar

Months

Academic

Months

Summer

Months

Requested

Salary ($)*

Fringe

Benefits ($)*

Funds Requested ($)*

1 0.60 9,165.00 1,466.00 10,631.00
2 . .

t

0.60 9,165.00 1,466.00 10,631.00

Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Total Senior/Key Person 21,262.00

 

B. Other Personnel

Number of

Personnel*

Project Role* Calendar Months Academic Months Summer Months Requested Salary ($)* Fringe Benefits* Funds Requested ($)*

Post Doctoral Associates
Graduate Students
Undergraduate Students
Secretarial/Clerical

1 Research Coordinator 9.60 52,000.00 13,520.00 65,520.00

1 Total Number Other Personnel Total Other Personnel 65,520.00

Total Salary, Wages and Fringe Benefits (A+B) 86,782.00

RESEARCH & RELATED Budget {A-B} (Funds Requested)
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Tracking Number:  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 3,218.00
2. Foreign Travel Costs

Total Travel Cost 3,218.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: Funding Opportunity Number:  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  4

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2019          End Date*:  06-30-2020            Budget Period:  4

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 54.00 48,600.00 48,600.00

Total Indirect Costs 48,600.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 138,600.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name:  Budget

Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: Funding Opportunity Number: . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTION C, D, & E, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

C. Equipment Description
 

List items and dollar amount for each item exceeding $5,000

Equipment Item Funds Requested ($)*

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment:       File Name:

 

D. Travel Funds Requested ($)*

1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 3,218.00
2. Foreign Travel Costs

Total Travel Cost 3,218.00

E. Participant/Trainee Support Costs Funds Requested ($)*

1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:  

   Number of Participants/Trainees Total Participant Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)
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Tracking Number: Funding Opportunity Number:  . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - SECTIONS F-K, Budget Period  5

ORGANIZATIONAL DUNS*:    
Budget Type*:        ❍  Project       ●  Subaward/Consortium

Organization: 

Start Date*:  07-01-2020          End Date*:  06-30-2021            Budget Period:  5

F. Other Direct Costs Funds Requested ($)*

Total Other Direct Costs

G. Direct Costs Funds Requested ($)*

Total Direct Costs (A thru F) 90,000.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) Funds Requested ($)*

1 .  MTDC 54.00 48,600.00 48,600.00

Total Indirect Costs 48,600.00

Cognizant Federal Agency 

(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)*

Total Direct and Indirect Institutional Costs (G + H) 138,600.00

J. Fee Funds Requested ($)*

 

K. Budget Justification* File Name:  Budget

Justification.pdf

  

(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)
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Tracking Number: Funding Opportunity Number: . Received Date:
2015-10-01T15:46:46.000-04:00

RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)
 

Section A, Senior/Key Person 106,310.00

Section B, Other Personnel 327,600.00

Total Number Other Personnel 5

Total Salary, Wages and Fringe Benefits
(A+B)

433,910.00

Section C, Equipment

Section D, Travel 16,090.00

1. Domestic 16,090.00

2. Foreign

Section E, Participant/Trainee Support
Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs

1. Materials and Supplies

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services

5. Subawards/Consortium/Contractual
Costs

6. Equipment or Facility Rental/User
Fees

7. Alterations and Renovations

8. Other 1

9. Other 2

10. Other 3

Section G, Direct Costs
(A thru F)

450,000.00

Section H, Indirect Costs 243,000.00

Section I, Total Direct and Indirect Costs
(G + H)

693,000.00

Section J, Fee
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Tracking Number:                                                                                                                                                            Funding Opportunity Number: . Received Date:

2015-10-01T15:46:46.000-04:00

 
Total Direct Costs less Consortium F&A

 
NIH policy (NOT-OD-05-004) allows applicants to exclude consortium/contractual F&A costs when determining if an application falls at or beneath any applicable direct cost limit. When a direct

cost limit is specified in an FOA, the following table can be used to determine if your application falls within that limit. 

Category Budget
Period 1

Budget
Period 2

Budget
Period 3

Budget
Period 4

Budget
Period 5

TOTALS

Total Direct Costs less Consortium F&A 499,901 499,913 499,901 499,901 499,900 2,499,516
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Tracking Number:  

PHS 398 Cover Page Supplement

1. Project Director / Principal Investigator (PD/PI)

Prefix:  
First Name*:
Middle Name:  
Last Name*:
Suffix:  

2. Human Subjects

Clinical Trial? ❍ No ● Yes
Agency-Defined Phase III Clinical Trial?* ❍ No ● Yes

3. Permission Statement*

If this application does not result in an award, is the Government permitted to disclose the title of your proposed project, and the name,
address, telephone number and e-mail address of the official signing for the applicant organization, to organizations that may be
interested in contacting you for further information (e.g., possible collaborations, investment)?

● Yes ❍ No

4. Program Income*
Is program income anticipated during the periods for which the grant support is requested? ❍ Yes ● No
If you checked "yes" above (indicating that program income is anticipated), then use the format below to reflect the amount and source(s).
Otherwise, leave this section blank.

Budget Period* Anticipated Amount ($)* Source(s)*
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Tracking Number: Funding Opportunity Number: . Received Date:
2015-10-01T15:46:46.000-04:00

PHS 398 Cover Page Supplement
5. Human Embryonic Stem Cells

Does the proposed project involve human embryonic stem cells?* ● No ❍ Yes
If the proposed project involves human embryonic stem cells, list below the registration number of the specific cell line(s) from the following
list: http://grants.nih.gov/stem_cells/registry/current.htm. Or, if a specific stem cell line cannot be referenced at this time, please check the box
indicating that one from the registry will be used:
Cell Line(s):   Specific stem cell line cannot be referenced at this time. One from the registry will be used.

6. Inventions and Patents (For renewal applications only)

Inventions and Patents*: ❍ Yes ❍ No

If the answer is "Yes" then please answer the following:

Previously Reported*: ❍ Yes ❍ No

7. Change of Investigator / Change of Institution Questions

❏ Change of principal investigator / program director
Name of former principal investigator / program director:
Prefix:  
First Name*:  
Middle Name:  
Last Name*:  
Suffix:  

❏ Change of Grantee Institution

Name of former institution*:
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PHS 398 Research Plan
Please attach applicable sections of the research plan, below.

Tracking Number:  . 

1. Introduction to Application
(for RESUBMISSION or REVISION only)

 

2. Specific Aims  1256-SpAims_PPRN_Sept25_2015.pdf

3. Research Strategy*  1257-ResStrategy_PPRN_Sept25_2015.pdf

4. Progress Report Publication List  

Human Subjects Sections
5. Protection of Human Subjects  1258-Protection of Human Subjects_Sept2015.pdf

6. Inclusion of Women and Minorities  1259-Inclusion of Women and Minorities_Sept2015.pdf
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Research Strategy 
Background and Significance  

Prematurity is a major public health problem  
Preterm birth is one of the leading causes of neonatal death worldwide (0.97 million, ~35% of all 

neonatal deaths) (1, 2). Approximately 1 in 8 births in the United States are preterm (3). Preterm infants are 
at greater risk for mortality and morbidity. There are increased emotional and economic costs to families 
and implications for public-sector services such as educational, health insurance, and social support 
systems (3). The annual societal economic burden associated with preterm birth in the US was 
conservatively estimated at >$26.2 billion in 2005 (3).  

Extremely preterm infants contribute disproportionately to morbidity and health care costs 
Infants < 28 weeks of gestation represent just 6% of all preterm births (1.5% of all live births) but 

account for >33% of medical costs associated with preterm births (3). Extremely preterm infants are at very 
high risk of mortality and morbidity. Rates of survival to discharge decrease with decreasing GA (94% at 28 
weeks to 7% at 22 weeks)(4). Overall, of extremely preterm (22-28 weeks and 401-1500g) infants, 93% 
have respiratory distress syndrome, 68% bronchopulmonary dysplasia, 16% severe intraventricular 
hemorrhage, and 36% late-onset sepsis (5). Special outpatient services (social work, visiting nurse, medical 
specialty, early intervention, speech and language services, occupational and physical therapy, and 
neurodevelopmental and behavioral services) use in extremely preterm infants is common (6). At 18-22 
months’ corrected age, 55% used more than 3 special outpatient services (6). While many former extremely 
preterm infants become functional young adults, a higher proportion compared to normal infants were 
neither employed nor in school at 22-25 years of age (7). Very preterm infants have poorer educational 
achievement compared to normal birth weight controls, and fewer go to college (8).  
 Periviable birth 

While extremely preterm infants < 29 weeks of gestation contribute most to mortality, morbidity, and 
costs of prematurity, most infants in the 26-28 weeks range have better outcomes (80% or better survival 
free from handicap), and it is the infants <26 weeks’ gestation at the limit of viability (“periviable”) who are at 
highest risk. A recent study in the NICHD NRN found that although overall survival increased between 2009 
and 2012 for infants at 23 and 24 weeks’ gestation, there were no changes in survival without major 
morbidity for infants at 22-24 weeks’ gestation (4). Periviable pregnancies are higher risk not just for the 
fetus but also for the mother. There is an increase in cesarean delivery risk, a high proportion being 
classical cesarean sections with a greater potential for immediate and future maternal morbidity that is not 
well defined. The Society for Maternal-Fetal Medicine, the Eunice Kennedy Shriver National Institute of 
Child Health and Human Development, the Section on Perinatal Pediatrics of the American Academy of 
Pediatrics, and the American College of Obstetricians and Gynecologists convened a joint workshop in 
2013 on the management and counseling issues of women anticipated to deliver at a periviable gestation 
(defined as 20w 0d through 25w 6d of gestation) and the treatment options for the newborn period. The 
executive summary of this Periviable Pregnancy workshop was published concurrently in Obstetrics & 
Gynecology (9), Am J Obstet Gynecol (10), and the Journal of Perinatology (11). Major points raised 
included: (1) the marked variability in outcomes among studies, which relate to non-modifiable factors (eg. 
fetal weight and sex), modifiable factors (e.g. intent to intervene, antenatal steroid therapy), and study 
design and reporting features (e.g. single center vs. national data, definition of mortality; all live births vs. 
resuscitated infants vs. infants admitted to a NICU), (2) the limited evidence-based data regarding obstetric 
interventions at 20-25 weeks of gestation, since these gestational ages were considered non-viable until 
recently and the small number of women actually delivering at <25 weeks of gestation reduces statistical 
power to assess interventions (11). Therefore, the guidance for obstetric interventions in the workshop 
summary is based on limited data, leading to a “Not recommended” status for aggressive newborn 
resuscitation or magnesium sulfate for neuroprotection at 22w0d-22w6d and antenatal steroids at <22w0d, 
although these interventions are “Recommended” at more advanced gestations (11). 

Potential for improvement  
The first Specific Aim of our study has the goal of developing a Periviable Pregnancy Database to 

determine the incidence, characteristics, interventions, and outcomes of periviable pregnancies. A major 
recommendation for research from the Periviable Pregnancy workshop (11) was obstetric and newborn 
infant cohort studies regarding the epidemiology, antecedent causes, and outcomes of periviable births. A 
comprehensive registry over the continuum of periviable pregnancies and outcomes does not currently exist 
(the MFMU collects limited short-term data on neonatal outcome only for pregnancies included in trials and 
the NRN collects limited maternal data only if the infant is born alive at 22-28 weeks). There are very little 
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data on the frequency and causes for admission before periviable birth and the outcomes of periviable birth. 
Such data are essential to develop an understanding of the epidemiology of periviable birth and gain 
insights into the underlying biology. The obstetric and neonatal data will also be valuable for comparative 
effectiveness evaluations, in generating hypotheses that can be tested in multicenter trials, and in 
development of policy decisions based on the epidemiology. A prospectively collected  database is needed 
to guide counseling and  management of the pregnancy at risk for periviable birth and the periviable 
newborn, including development of understanding of the impact of specific factors (e.g. race/ethnicity, 
prenatal interventions such as antenatal steroid and magnesium sulfate administration, route of delivery, 
newborn interventions) using a comparative effectiveness research approach to develop effective 
interventions for counseling and treatment to prevent and mitigate periviable birth and its complications. 

The second Specific Aim of our study is to evaluate the utility of the prognostic/risk-stratification 
web-based tools. It is well known that statistical prognostic models are more accurate than clinical intuition. 
Grove & Meehl showed that of 136 studies comparing predictions made by humans and statistical 
prediction rules (SPRs), 64 favored the SPR, 64 were roughly equal, and only 8 favored human judgment  
(12, 13). However, it is not clear how useful these prognostic models are in periviable pregnancy. Clinicians 
often use their past experience, judgment, and local data for counseling and prognosis, but caretaker 
intuitions of outcome in the neonatal intensive care unit are not very accurate (14). Significant between-
hospital variation exists in the rates of initiating potentially life-threatening treatments after birth among 
periviable infants, which accounts for 78% of the between-hospital variation in survival at 22 or 23 weeks of 
gestation (15). Obstetricians and neonatologists continue to struggle with ethical questions and judging 
when intensive care is ethically mandatory, unwarranted, or optional and may differ on how parents can be 
best informed and counseled (16, 17). We have shown that physicians’ willingness to provide care to more 
immature infants is associated with improved outcomes for more mature preterm infants (18). Both 
obstetricians and pediatricians consistently underestimate survival and freedom from serious handicap in 
preterm infants, and those who underestimate survival are less likely to provide interventions such as 
antenatal steroids and mechanical ventilation (19).  

Evidence-based ethics may lead to better informed and more acceptable treatment decisions by 
parents and caregivers (17). For example, we have demonstrated that prediction of mortality is improved by 
using data from the first five minutes after birth (which includes the response to resuscitation) as compared 
to antenatal data alone when many decisions about provision of care at birth are made (20). While most 
parents appreciate a shared decision making process as compared to clinician decisions or informed 
decision making (21), many cultural influences modify this process (22). Communication with parents is 
important (23) but it is not clear if quantitative data such as from prognostic models improves the ability of 
parents to understand the issues involved and to make better decisions (“better” being defined as those with 
which parents and clinicians are more satisfied with at a later time point). Rational consensus periviability 
guidelines are well accepted by clinicians and are perceived by pregnant women as highly understandable, 
useful, consistent, and respectful (24). However, disconnects often exist between what clinicians believe 
parents have been informed about and what parents believe they have been told. Keenan et al.(25) 
interviewed mothers who delivered between 22 and 27 weeks of gestation and their counselors. While 67% 
of the mothers stated they had received a treatment recommendation, only 27% of the counselors stated 
they had made a recommendation, saying instead they had described the treatment plan or offered options 
(25). Therefore, counseling is often perceived as directive even when not intended to be directive. Use of 
quantitative estimates (e.g. 80% probability of death, with 70% probability of handicap if survival) may bring 
more objectivity to counseling, and it needs to be determined how these help decision-making.  

Our third Specific Aim is to identify outcomes that are most important to parents and develop 
estimators and Decision Aids for these outcomes. Decision Aids are decision support systems that clarify 
decision and needs, provide facts and probabilities, clarify values, and guide deliberation and 
communication. Major recommendations from the Periviable Pregnancy Workshop (11) included increased 
family participation in research regarding counseling, understanding, and preferences, and studies to 
improve understanding of parental coping mechanisms, attitudes, and perceptions regarding death and 
long-term disabilities. The factors that parents and clinicians weigh during decision-making are likely to be 
different. To date, it has been assumed that parents are primarily interested in the same outcomes that 
neonatologists are interested in improving – mortality and neurodevelopmental impairment. This assumption 
has not been rigorously tested. Payot et al.(26) interviewed twelve parents and attending neonatologists 
immediately following consultation for risk of preterm delivery at 23-25 weeks gestation, followed by a 
subsequent interview 4-6 months later. It was found that clinicians and parents engage in decision making 
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from different standpoints; while neonatologists focus on management of the unborn baby, parents have yet 
to conceptualize their infant as a distinct entity as they are grieving their pregnancy and parenthood (26). 
Parents expressed the need to receive more than just factual information from neonatologists, bringing into 
question the traditional concept of neutral informed consent and suggesting the necessity of a shared 
decision-making model (26). It is not known when and how this decision making changes after birth and 
how the importance of different outcomes changes with the clinical situation such as illness severity. It is 
also not known how MFM specialists differ from neonatologists in their perspectives. Identification of 
outcomes important to parents at different points along the clinical course will enable identification of 
variables that contribute to these outcomes and enable the development of prediction models to determine 
probability of these outcomes and Decision Aids to help parents and clinicians.  

Various prophylactic and therapeutic interventions are possible in the MFM and NICU setting. The 
effect of each intervention often depends on various patient characteristics (e.g. gestational age, postnatal 
age, illness severity, other co-morbidities or medications). Some interventions (e.g. higher oxygen 
saturation thresholds) may reduce an undesirable outcome (e.g. retinopathy of prematurity) by a great deal, 
but increase a more serious outcome (e.g. mortality) by a modest amount (27). Effectiveness may be 
defined not only on the basis of objective clinical outcomes such as mortality but also on less well-defined 
outcomes such as quality of life in later childhood and adolescence (28) that need to be weighed along with 
the risks, invasiveness, costs, legal considerations (29, 30), and parental preferences (31). A decision-
support system for periviable pregnancy and the periviable infant that lists the current evidence base for 
possible interventions at that point in time based upon known clinical variables and risk factors and provides 
the anticipated benefits and risks would be valuable. Harmful, wasteful, or ineffective care may be reduced 
with the use of Decision Aids targeted to a pregnant woman’s or neonate’s risk factors. For example, an 
infant with respiratory distress syndrome soon after birth may benefit from caffeine (32, 33), maintenance of 
oxygen saturation in the 91-95% range rather than 85-89% (27), and avoidance of prolonged empirical 
antimicrobial therapy (34). Identification of outcomes that are most important to individual families may also 
enable the clinicians and the parents to work together on shared decision-making regarding processes of 
care and interventions that will optimize the probability of the desired outcome while reducing time or 
resource requirements. For example, the parents of a 8 day old 23 week infant with a bilateral large grade 
IV intracranial hemorrhage (IVH) who are most concerned about their ability to care for a severely 
handicapped infant and the adverse impact on their ability to provide adequate care and education to 
normal siblings may be best counseled about withdrawal of care as the probability of death or severe 
handicap is in excess of 95%. The parents of a newly born 23 week infant may be very concerned about the 
possibility of a severe IVH, and indomethacin prophylaxis may be considered to reduce severe IVH even 
though it does not have a statistically significant effect on overall neurodevelopmental outcome (35). This 
will lead to a paradigm shift of using a “personalized” approach based on the “Outcome Trajectories” 
concept of changing prognosis at different time points in the clinical course (36) overlaid on the protocol-
driven management that is currently common in periviable pregnancy in MFM and NICU care. 
Innovation  

Innovative aspects of our proposal include: 
(a) The development of a periviable pregnancy database covering the entire spectrum of pregnancy and 
neonatal events, which will provide the necessary detailed obstetric and neonatal information to develop 
hypotheses and design studies in this population, in addition to serving as a resource to understand the 
characteristics of periviable pregnancy. 
(b) The evaluation of quantitative prognostic estimators in counseling, which may be important not just 
in sick newborn infants but in other patient populations as well. 
(c) The identification of outcomes most important to parents of premature infants and development of 
Decision Aids specific for these outcomes. 
(d) Online and offline accessibility of the Decision Aids to enable point of care usage and expanded 
availability.  
 
Approach  
 This project will use appropriate and rigorous research methods to generate patient-centered 
evidence. One of the main strengths of this project is that it builds upon the research expertise available at 
the research centers even though this project is distinct from the NRN and MFMU. 
Study Design: 
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also manages the GDB for the NRN and has expertise with the development of registries, data 
collection instruments, validation, and analysis. 

4. Informed consent will be as required by local IRBs at individual centers. All centers have trained 
research coordinators with many years of experience in patient enrollment and data collection. 

5. The data collected will include information on: 
a. Mother’s detailed pregnancy history and complications, dating criteria for estimated date of delivery, 

including data on proximate causes of and antecedents, and measurements from ultrasound scans in 
first and second trimesters if available; medical conditions (including diet, obesity, mental disorders etc) 
preceding the pregnancy, and maternal medications.  

b. Counseling provided by obstetrician and neonatologist 
c. Details of labor and delivery characteristics and interventions (e.g. time of rupture of membranes, 

antenatal steroids, magnesium sulfate, tocolysis, antimicrobial therapy, mode of delivery) 
d. Details of timing of events (from symptoms to presentation to physician, from symptoms to arrival at 

hospital, from admission at hospital to delivery, etc) will be critical. Hospital length of stay of mother and 
infant as well as duration of various periods (e.g. from antenatal steroid administration to delivery) will be 
calculable. Women will be tracked from their initial visit (to ER or Obstetric admissions) and admission 
(to hospital floor or Labor and Delivery) during the periviable period to birth of their infant and their 
discharge from hospital. Some women who present at 20-26w gestation may deliver much later (at 
term), and these outcomes will be recorded as well. Maternal outcomes after birth of a periviable infant 
(endometritis or other infections, lactation success) will also be tracked until her discharge. 

e. Infant characteristics (e.g. liveborn or stillborn; if liveborn, Apgar scores, birth weight and other 
measurements, need for and nature of resuscitation, clinical course in NICU including complications and 
medical outcomes until discharge). These medical outcomes will include respiratory outcomes such as 
severity of RDS, diagnosis of BPD (physiologic and traditional definitions (38, 39), duration of 
mechanical ventilation, duration of parenteral nutrition, proven medical or surgical necrotizing 
enterocolitis (40), sepsis, intraventricular hemorrhage and grade/laterality (41), periventricular 
leukomalacia, retinopathy of prematurity and its severity (42) and need for therapy). 

f. Placental pathology will also be evaluated, as placental histology using established criteria is done 
routinely in this population at all participating centers. 

g. Early childhood outcome: inborn extremely preterm infants are followed-up at 22-26 months corrected 
age in all four centers using a complete standardized neurologic examination and BSID-III (cognitive, 
language, and motor outcomes) by certified examiners (43). 

h. Descriptive and hypothesis-generating analyses will be performed by to determine the risk factors, 
characteristics, and outcomes of periviable pregnancy and periviable infants similar to that done for 
extremely preterm infants in the GDB (4, 5, 43, 44). 

Sample size and Statistical Analysis 
 We anticipate that we will have about 320 periviable pregnancies available for enrollment annually (a 
conservative estimate based on data in 2013 and 2014: the anticipated numbers of periviable admissions 
are 40-45/yr at , 70-80/yr at , 100-110/yr at , and 110-120/yr 
at . As an example, at  in 2013, there were 128 women admitted between 20-25 weeks gestation 
who delivered 148 infants (18 infants with 0 NICU admissions at 20w, 12 with 1 NICU admission at 21w, 30 
with 18 NICU admissions at 22w, 29 with 25 NICU admissions at 23w, 36 with 29 NICU admissions at 24w, 
and 23 with 21 NICU admissions at 25w). 
 The first 6 months of the grant period will be devoted to development of the Manual of Operations, 
data collection forms, training of coordinators, getting IRB approval, and other logistics. We anticipate 
enrolling for four years. If patient numbers remain steady (as they have in recent years), we should have 
320 x 4 = 1280 periviable pregnancies of whom we plan to enroll ~1000 (assuming 80% consent rate, which 
is conservative compared to our 85-90% consent rate in MFMU/NRN observational studies). It is anticipated 
that there will be attrition as some women who are admitted at 20-26w gestation may not deliver, but may 
be discharged and lost to follow-up. Based on recent data, this number is <5%. Hence, we estimate we will 
have complete data on 1000 periviable pregnancies in 4 years of data collection. 
 The  will perform data cleaning, data lock, and statistical analysis 
using standard methods. Continuous variables are generally analyzed by t-test or rank sum test while 
categorical variables are analyzed by Chi-square test. Adjustment for covariates will be done using 
multivariable logistic regression.  
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 The available sample size (1000) is sufficient to detect relatively small effects (10% difference in 
relative risk for moderately prevalent outcomes) at 80% power, α=0.05 by the Chi-square test. For example, 
one can determine if antenatal magnesium sulfate, indomethacin tocolysis, or cesarean section delivery are 
associated with any reduction in severe IVH in periviable infants, after adjustment for other variables. 

This will be the largest prospectively collected dataset of periviable pregnancy to date from large 
perinatal centers and sampling a very diverse population across the United States (e.g. 38% 
Hispanic/Latino at  vs. 2-3% at Case and ; 52% Black at  vs. 21% at ).  
Anticipated Results, Potential Problems, and Alternative Strategies 
 No major problems are anticipated with development of the Periviable Pregnancy Database. Women 
with periviable pregnancies are being routinely evaluated and admitted to the four centers of our 
consortium. The PIs have the necessary expertise in large multicenter trials and have a track record of 
collaboration among themselves. The research coordinators have many years of enrolling patients and 
collecting data. The has an excellent track record of serving as a data coordinating center and has 
worked with many of the investigators on this proposal on pioneering studies in the literature. 
 It is possible that enrollment may be slow, especially if there is competition for patients from the 
nearby perinatal centers. We will be able to enroll more patients if necessary by adding additional sub-sites 
(e.g. The  Division of Neonatology also provides neonatal care at 4 other level III NICUs in the same 
metropolitan area). Some patients who are admitted with periviable pregnancy may not deliver early but 
may deliver much later (after 26w gestation or perhaps even at term). We will collect data on these 
pregnancies for such data is important not only for counseling, but also to help identify characteristics of the 
women who are lower risk.  

It is important to realize that the field is changing rapidly, and the research centers are a select 
group of regional perinatal centers. Data collected during this time period and from these centers may not 
be fully extrapolatable to data from subsequent time epochs or from other sites/regions. Hence, detailed 
characterization of our population in terms of race/ethnicity/socio-economic status and maternal/infant 
characteristics will be performed.  

A biorepository of maternal samples (vaginal swabs, urine, plasma and cell pellet from 2 ml blood 
obtained at time of routine sampling from periviable admission) and neonatal samples (cord blood, urine in 
first 3 days, tracheal aspirate if intubated and tracheal suctioning is perfomed) will be collected and frozen 
following opt-in consent. Due to budgetary constraints, these samples will not be analyzed in this project, 
but will be stored for microbiomic, proteomic, and other –omic profiling if additional funding is obtained. 
 
Specific Aim (2) Determine whether the use of the NICHD NRN Outcome Estimator, Outcome 
Trajectory Estimator, and BPD Estimator for parental counseling leads to increased parental 
satisfaction, increased clinician satisfaction, changes in therapies, and improved clinical outcomes 
of periviable infants 
Rationale: Multiple prediction models have been developed in recent years to determine the probability of 
death or adverse outcome, using readily available clinical data. However, it needs to be determined if such 
quantitative data help counseling, improve satisfaction, or change processes of care and subsequent 
clinical outcomes of periviable pregnancy or periviable infants. 
Preliminary Data: Three prognostication/risk-stratification tools are available for general public use at 
https://neonatal.rti.org under “tools”:  
(1) Assessment of outcome of infants born at 22 to 25 weeks of gestation(46) 
(2) Determination of the probability of BPD at six postnatal ages using readily available clinical data in 

infants 23-30 weeks gestation and 501-1250g birth weight (47)  
(3) Dynamic models of the changing probability of individual outcome (death or neurodevelopmental 

impairment) in extremely preterm (22-32 w GA and 401-1000g birth weight) infants, based on 
information available at birth and later during the clinical course (36)  

Current techniques of counseling parents on the risks of mortality or specific morbidity are qualitative rather 
than quantitative. The evidence base for decisions on initiating or forgoing intensive care for periviable 
infants is limited (48). Most clinicians use gestational age to determine the likelihood of a favorable 
outcome with intensive care in very preterm infants but a more accurate estimate can be obtained by 
consideration of sex, exposure to antenatal corticosteroids, whether single or multiple birth, and birth 
weight in addition to gestational age (46). 

The NRN has made such an estimator available for public use (https://neonatal.rti.org under “tools”), 
where entry of data of these variables enables the viewer to observe the estimated outcomes of survival, 
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2. Item selection and content validation. To select most appropriate items, a representative sample of 
at least 20 parents (not the same as in item 1) and 20 clinicians will be identified and asked to rate the 
importance of each item on a scale of 1-5 (5=very important). Researchers will browse selected items to 
eliminate redundant items (51), and re-classify the remaining items into pre-determined (above) domains of 
satisfaction (53). Cognitive interviews will be done to ensure that new items function as expected. 
3. Pretesting and item reduction. The remaining items will be refined through pretesting with 20 parents 
and 20 clinicians at (may overlap with parents/clinicians in item 2). The pretest is to minimize any bias 
attributable to vague wording. The implementation of the pilot instrument will then be done over the next six 
months. The instruments will then be assessed within a group of parents and their clinician respondents 
(n=30 each) for item reduction analysis according to statistical criterion (e.g. item-total correlation < 0.3). 
Coefficients alpha and omega will be computed and items with floor and ceiling effects will be identified 
(which would be candidates for removal from the scale). The factor structure will be verified for assessing 
structural validity. 
4. Reliability and validity testing. Reliability of the instruments will be evaluated by computing 
Cronbach’s coefficient α to assess internal consistency. This computation will be based on the same sample 
that is used for the item reduction analysis. Construct validity will be tested by analyzing the correlation 
between the instrument and an overall global rating of satisfaction using a single item rating “satisfaction” on 
a five-point scale (51) and confirmatory factor analysis for assessing the existence of factor/domain 
structure.  The same sample of patients and clinicians will be used for factor analysis.   
Evaluating satisfaction, changes in process of care, and outcomes (Years 3-4) in all 4 centers: 

The evaluation study will be a two group posttest only design, in which the satisfaction of 
respondents in a “before” usual care versus “after” prognostic tool group will be assessed after parent’s / 
clinician’s decision making.  

We will enroll 100 patients (parents or legal guardian of infant will be enrolled) and their 
corresponding 100 clinicians (MFM/OB or neonatologists) for the “before” group and the other 200 (100 
patients and 100 clinicians) in the “after” group from all 4 centers. Informed consent will be obtained from 
both parents and clinicians, using IRB-approved consent forms. The inclusion criteria will be the same as 
during the instrument development phase: all patients eligible for the Periviable Pregnancy Database 
(PeriPD) will be eligible for this study.  
Usual care and Prognostic tool Groups. Parents and clinicians from whom data are collected in the first year 
of this evaluation study (Year 3 of project) will comprise the “before” usual care group.  During this time 
period, the current (intuitive) approaches to decision making will continue and satisfaction will be assessed 
at the specified time points (prior to birth, first 3 days, 7-10d, 28-35d, and 36w post-menstrual age).  During 
the following year (Year 4), the prognostic tools will be used in decision making with a new cohort of parents 
(the “after” group) and satisfaction again will be assessed in parents and clinicians.  
Measures: In addition to the satisfaction measure, we will also include demographic items, other NICU 
satisfaction measures and the global satisfaction item. Clinical factors (major outcomes and clinical 
processes associated with these outcomes) to be used in the analysis will be from data collected for Aim 1. 
Sample size and Statistical Analysis 

Following development of the instrument and its validation, we will enroll 100 parents and their 
corresponding 100 clinicians for the “before” group and the other 200 (100 patients and 100 clinicians) in 
the “after” group in all 4 centers. This sample size is feasible as  and each have approximately 
>100 periviable pregnancies per year, and our average consent rate in NRN studies is 80-85%. The other 2 
centers have lower patient volumes but more than adequate for this study. At α=0.05 with 80% power, a 
50% change in outcome/processes (e.g. from 30 to 15, of 100) can be detected. 

As the measures of satisfaction are primarily ordinal measures, we will use parametric evaluations 
(t-test, ANOVA, and Cohen’s d) as well as non-parametric evaluations (Cliff’s delta) in addition to 
multilevel/hierarchical modeling for modeling hierarchically structured data to separately estimate the 
predictive effects of an individual variable and its group level mean. The available sample size is adequate 
to detect a one point difference in a five point satisfaction scale (e.g. a change from 3 to 4, of 5) assuming 
the standard deviation in scores in each group is not more than 2. In addition to analysis as an ordinal 
measure, we will also analyze as categorical measures (fully or mostly satisfied vs. other responses). 
Evaluation of processes of care and outcomes will be categorical (either present or absent). Categorical 
measures will be analyzed by chi-square analysis.  
Anticipated Results, Potential Problems, and Alternative Strategies 
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 We anticipate that we will have reliable and valid measures of parent and clinician satisfaction based 
on processes and outcomes most important to these groups. These measures will be used in evaluating the 
utility of the Decision Aids based on the same outcomes (in Aim 3).  Potential problems include omission of 
important satisfaction domains or factors and failure to confirm the anticipated factor. Alternative strategies 
will include pulling in more items from general NICU satisfaction measures for parents and clinicians to 
react to or using exploratory factor analysis which may require more cases. 

We anticipate that different components of the prognostic tools will be considered more valuable by 
parents as compared to clinicians. Specifically, clinicians may consider the risk of subsequent mortality as 
more important than parents, who may rank survival with profound neurodevelopmental impairment as more 
relevant. Parents may also be more concerned about severe BPD rather than mild or moderate BPD, due to 
the higher likelihood of discharge home on oxygen, long-term impairment in lung function, and need for 
frequent rehospitalizations. It is likely that MFM/OB physicians may view certain outcomes (e.g. NDI or 
cerebral palsy) as more important than neonatologists, for whom mortality may be more significant. 
 One potential problem is that parents who do not consent to be interviewed may be different from 
those who are enrolled. We will evaluate patient characteristics (e.g. race, socio-economic status, maternal 
age) to determine how enrolled parents are different from eligible non-enrolled parents, and determine the 
impact of such factors. A small proportion of our patients (5-10%) are not English-speaking. We have 
access to interpreters, and interviews will be in the language in which parents are proficient.  

Confounding issues may arise because the data will be collected on different clinicians. For 
instance, some clinicians may prefer conventional qualitative estimates over prognostic tools at certain time 
points. This issue will be addressed by multilevel /hierarchical model, taking into consideration the intraclass 
correlation among patients seen by the same provider at the same clinical location at different time points 
and to adjust for center effects.  This can be applied to determine the direct effect of the diagnostic tools 
(the lowest level) on satisfaction by offsetting the moderating effect of higher level factors (i.e. Clinicians). 

A limitation is that we do not have any quantitative estimators for periviable pregnancy (only for the 
neonate after birth), unless we use the outcome estimators for the time of birth with an estimated fetal 
weight (which is not very accurate). If quantitative estimators are proven useful, we will develop such 
estimators using data from Aim 1. Other limitations of our study are that it has a limited sample size, as 
periviable pregnancies are not very common even in a multicenter study, which limits our ability to evaluate 
race/ethnicity, socioeconomic status, and other variables as determinants of parental preferences.  

 
Specific Aim (3) Determine the neonatal outcomes in which parents are most interested, develop a 
better means of framing and communicating clinical evidence, and develop Decision Aids to enable 
parents of periviable infants to make better informed decisions 
Rationale/Background: Identification of outcomes important to parents at different points along the clinical 
course will enable identification of variables that contribute to these outcomes, and will also enable the 
development of prediction models to determine probabilities of these outcomes. Recent decades have 
witnessed a shift in medical ethics from physician paternalism to patient autonomy (56) indicating a need to 
have better informed parents, with a corresponding need to find out what they need to know.  
“Decision Aids” are necessary in order to optimize shared decision-making in the periviable period, 
determine outcomes important to parents and find their underlying motivations, clarify their values, and 
guide deliberation and communication. 
 In 1993, Helen Harrison stated “The Principles of Family Centered Neonatal Care”(57) of which the 
first four principles were: 
1. Family-centered neonatal care should be based on open and honest communication between parents 

and professionals on medical and ethical issues.  
2. To work with professionals in making informed treatment choices, parents must have available to them 

the same facts and interpretation of those facts as the professionals including medical information in 
meaningful formats, information about uncertainties surrounding treatments, information from parents 
whose children have been in similar medical situations, and access to the chart and rounds discussions. 

3. In medical situations involving very high mortality and morbidity, great suffering, and/or significant 
medical controversy, fully informed parents should have the right to make decisions regarding 
aggressive treatment for their infants. 

4. Expectant parents should be offered information about adverse pregnancy outcomes and be given the 
opportunity to state in advance their treatment preferences if their baby is born extremely prematurely 
and/or critically ill.  
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details methods for communicating evidence that improve understanding, involvement in decisions, and 
outcomes. In general, these approaches include (a) presenting options with equipoise before asking 
parents about preferred decision-making roles, (b) presenting absolute risk reductions rather than 
relative risk which is often misleading, (c) presenting vertical bar graphs or cartoons for comparative 
information, and proportions rather than percentages (without confidence intervals), and (d) use of 
decision aids to limit impact of cognitive biases (63, 64). 

3. The Decision Aids will be based on the Ottawa Decision Support Framework (ODSF) 
(www.ohri.ca/decisionaid). The ODSF uses concepts and theories from general and social psychology, 
decision analysis, decisional conflict, values, social support, and self-efficacy to arrive at a decision 
support system. (Figure 4). In particular, we will modify the tools (available at: 
http://decisionaid.ohri.ca/eval.html) for Decision Regret Scale, Decision Self-Efficacy Scale, Decision 
Support Analysis Tool (DSAT-10), and Decisional Conflict Scale for use in our population. Moro et 
al.(54) have successfully used the ODSF in a small single-center study to evaluate parent decision 
making for life support decisions for extremely premature infants. 

4. These Decision Aids at the different time points (prior to birth, first 3 days, 7d, 28d, 36w PMA) will be 
evaluated in Year 3 in a similar manner to that done in Aim 2 (initial development in a small sample 
[n=50] followed by testing and item reduction [n=20] followed by validation [n=30] at ). The 
outcomes evaluated will be parental satisfaction with the Decision Aids and the nature of decisions 
made after using the Decision Aids (as determined in the interview). 

5. Final testing and validation will be in 200 parents (mothers, or both parents if available) in all 4 centers - 
the initial 100 in Yr 4 without Decision Aids, and subsequent 100 in Yr 5 using Decision Aids. 

Once validated, the Decision Aids will be made available on a publicly accessible website maintained by the 
PPRN. 
Anticipated Results, Potential Problems, and Alternative Strategies 
 We anticipate determining the neonatal outcomes in which parents are most interested and 
associating these desired outcomes to their cultural and social environment. We also expect to develop a 
better means of framing and communicating clinical evidence (as described by Epstein et al.(64)): 
understanding the family’s experience and expectations, building partnership, providing evidence including 
discussion of uncertainties, presenting recommendations informed by clinical judgment and parental 
preferences, and checking for understanding and agreement. Importantly, we expect to develop Decision 
Aids for enabling parents of very premature infants to make better informed decisions.  While this Aim is 
primarily focused on neonatal outcomes, we will also develop Decision Aids for important maternal 
outcomes (e.g. avoidance of classical cesarean section) that are identified during the interview process. 
 Potential problems are that there may be marked lack of concordance in what different parents 
consider as important outcomes or between what the parent decides and what clinicians consider as 
decisions in the best interest of the child. Even within the same family, we sometimes observe different 
values and decision-making matrices. The father and the mother may have different expectations and arrive 
at different decisions. Such issues are inevitable and will arise despite the maximum amount of information, 
as perceptions are unique and may vary even within a single individual over time. We will include conflict-
resolution tools within the Decision Aids, and provide additional counseling in such situations. 

We anticipate finding that the Decision Aids will be used by many clinicians and will increase the 
proportion of evidence-based interventions in the neonatal intensive care. We expect that both clinicians 
and parents will be more satisfied with decisions made using this decision-support tool.  
 The study population is drawn from multiple academic large centers. The population is at higher risk 
than that at many private institutions with a smaller daily census and a higher socio-economic status. In the 

 NICU in 2010, 67% of mothers were single, 78% on Medicaid, with a mean age of 25 years (range 14-
39), with only 7% known to have a college or graduate degree. 65% of the mothers were black, and 7% 
were Hispanic/Latino. Therefore, this population is one with more possible barriers than the average 
preterm birth in the United States, and hence an intervention successful in this population is likely to be 
generalizable. 
 Our statistical modeling will take into account the parent’s cultural, educational, and social 
background in addition to ethnicity and center effect to enable a more personalized approach to decision-
making. Our sample size calculations are appropriate to ensure suitable prognostic tool development and 
decision-support models, followed by model testing and validation. Our sample size is capable of detecting 
a 1-point difference (a change of sufficient magnitude to assure relevance) on a 5 point scale of patient or 
clinician satisfaction, with 80% power at α=0.05.   
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  The evaluation study will be a two group posttest only design. We will enroll 100 patients (parents or 
legal guardian of infant will be enrolled) and their corresponding 100 clinicians (MFM/OB or Neonatologists) for 
the “before” group and the other 200 (100 patients and 100 clinicians) in the “after” group from all 4 centers.  
Inclusion: 

 Parents with periviable infants (20w 0d through 25w 6d of gestation) admitted to one of the participating 
centers (AND) the clinician (Attending Physician, Fellow, or Nurse Practitioner, selected using random 
assignment from those caring for the patient) 
 Informed consent 

Exclusion 
 Refusal or withdrawal of consent 

 
Informed consent will be obtained from both parents and clinicians, using IRB-approved consent forms. 
 
In Aim 3, we plan to define the neonatal outcomes in which parents are most interested, develop a 
better means of framing and communicating clinical evidence, and develop Decision Aids for enabling 
parents of periviable infants to make better informed decisions 
  

The interviews conducted by the research coordinators in Aim 2 will be analyzed to determine the 
outcomes important to parents, and to evaluate the psychological and cultural factors involved in the decision-
making process by the parents and the clinicians. We will develop prediction models for outcomes most 
important to parents, and decision aids. Decision aids will be based on the Ottawa Decision Support 
Framework (ODSF) (www.ohri.ca/decisionaid). The ODSF uses concepts and theories from general and social 
psychology, decision analysis, decisional conflict, values, social support, and self-efficacy to arrive at a 
decision support system. 

These Decision Aids at the different time points (prior to birth, first 3 days, 7d, 28d, 36w PMA) will be 
evaluated in Year 3, in a similar manner to that done in Aim 2 (initial development in a small sample [n=50] 
followed by testing and item reduction [n=20] followed by validation [n=30] at ). Final testing and validation 
will be in 200 parents (mothers, or both parents if available) in all 4 centers - the initial 100 in Yr 4 without 
Decision Aids, and subsequent 100 in Yr 5 using Decision Aids. 
Inclusion: 

 Parents with periviable infants (20w 0d through 25w 6d of gestation) admitted to one of the participating 
centers  
 Informed consent 

Exclusion 
 Refusal or withdrawal of consent 

Informed consent will be obtained from parents using IRB-approved consent forms. 
 
A biorepository of remnant maternal samples (vaginal swabs, urine, plasma and cell pellet from 2 ml 

blood obtained at time of routine sampling from periviable admission) and remnant neonatal samples (cord 
blood, urine in first 3 days, tracheal aspirate if intubated and tracheal suctioning is perfomed) will be collected 
and frozen. Due to budgetary constraints, these samples will not be analyzed as part of this project, but 
samples will be stored for microbiomic, proteomic, and other –omic profiling if additional funding is obtained. 
 
Clinical management: Medical interventions and all management will be conventional and based upon the 
clinical discretion during the hospital course. No changes in management are required for this observational 
cohort study. Periviable pregnancies are at high risk of stillbirth, and periviable infants are at extremely high 
risk of death or multiple complications of extreme prematurity (intraventricular hemorrhage, necrotizing 
enterocolitis, septicemia, bronchopulmonary dysplasia, long-term complications such as cerebral palsy, 
cognitive dysfunction etc), but enrollment in this study which is strictly observational and survey-based poses 
no additional risk or changes in clinical management.  
 
There are many reasons why we propose studying periviable pregnancy (between 20w 0d and 25w 6d of 
gestation): 

(i) Periviable pregnancies are at highest risk for adverse outcome, such as stillbirth (especially if before 23 
completed weeks of gestation) and early neonatal death (especially if before 25 weeks of gestation) 
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outcomes from the medical records of the enrolled patients and their infants. Results and their linked clinical 
data will then be assigned an unique identifying code and anonymized to minimize risks to confidentiality. Only 
the PI and research coordinator will have access to patient data before anonymization. No patient identifiers 
will therefore remain in the final data set that will be transmitted to the Data Coordinating Center.  
  We will also collect information using interviews, for evaluating quantitative estimators, and for defining 
outcomes of interest and for developing decision aids. These interviews will be with both parents and their 
clinicians in private settings, and the results of the interview will also be anonymized before transmission to the 
Data Coordinating Center.  
 
3. Potential benefits of the proposed research to the subjects and others 
  There is no direct benefit to study participants from participating in Aim 1 as this Aim is development of 
the Periviable Pregnancy Database (PeriPD). Aim 2 (evaluation of quantitative estimators) and Aim 3 
(Identification of outcomes most important to parents, and development of Decision Aids) may help both 
parents and their clinicians. The use of quantitative estimators may help parents develop a more realistic 
understanding of prognosis, and help in decision making. The interviews in Aim 3 may help parents clarify their 
thinking and identify which outcomes matter most to them, and what are their top priorities.  The results of this 
study will be published in the peer-reviewed literature and then deposited in PubMed Central to make the 
manuscript freely available, which may benefit other investigators in the field as well as interested parents and 
family. 
  
4. Importance of the knowledge to be gained 
 The successful completion of the studies in this project will indicate if quantitative estimates of outcome 
help improve decision-making by patients and clinicians. The Decision Aids may improve parental and clinician 
satisfaction with the decision-making process, and possibly improve clinical processes and neonatal outcomes. 
Most importantly, the data on periviable pregnancies developed by this multicenter consortium of regional 
perinatal centers may lead to a better understanding of the epidemiology of periviable pregnancy, the 
establishment of new standards of care, and improve the management of extremely premature infants 
worldwide. 
 
Inclusion of Women 
  Women with periviable pregnancy are the primary population being studied. In addition, we will collect 
data for the periviable pregnancy database from their infants (either liveborn or stillborn). The proportion of 
female to male infants is expected to be approximately 1:1 in the population of infants to be studied. We will 
also perform interviews for Aims 2 and 3, which will include not only the mother, but also the father (if 
available), and the clinician. Clinicians  may be either men or women. 
 
Inclusion of Minorities 
  Women with periviable pregnancy will be recruited independent of ethnicity or race because periviable 
pregnancy occurs in all races. In addition, we will be interviewing their clinicians. Our study composition will 
reflect the epidemiology of periviable pregnancy and their clinicians in the state of  

 with approximately 37% being Black, 50% 
White, and the remaining Hispanic/Other. 
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Inclusion of Women and Minorities 
 
Inclusion of Women 
 This proposal will study periviable pregnancies. In addition to women with periviable pregnancies, we will study 
their infants. The proportion of female to male infants is expected to be approximately 1:1 in the population of 
periviable infants to be studied. 
We will interview the clinicians (both men and women) caring for the pregnant women with periviable 
pregnancies. Based on the sex ratio of women in faculty, fellows, and nurse practitioners in MFM and 
Neonatology in the participating centers, it is likely that the majority of the clinicians (50-60%) will be women. 
 
Inclusion of Minorities 
  Women with periviable pregnancies will be recruited independent of ethnicity or race because 
periviable pregnancy occurs in all races. Our study composition will reflect the epidemiology of periviable 
pregnancy in the states of the participating research centers  with 
approximately 37% being Black (African-American), 50% White (Non-Hispanic Caucasian), and the remaining 
Hispanic/Other. 
  In addition, we will interview clinicians (of all race/ethnicities) caring for the pregnant women with 
periviable pregnancies. Our study composition will reflect the faculty/fellow/nurse practitioner composition in 
the participating research centers  with 
approximately 10% being Black (African-American), 50% White (Non-Hispanic Caucasian), and the remaining 
Asian, Hispanic/Other. 
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Tracking Number

Planned Enrollment Report
            

Study Title: Periviable Pregnancy Database (PeriPD)

Domestic/Foreign: Domestic

Comments:
Aim 1: To develop a Periviable Pregnancy Database (PeriPD) to determine the incidence, characteristics, and outcomes of
periviable pregnancies. We anticipate enrolling 1000 periviable pregnancies from the four research centers of the Periviable
Pregnancy Research Network (PPRN) over a period of four years.

Racial Categories
Ethnic Categories  

Not Hispanic or Latino
Female Male

Hispanic or Latino
Female Male

Total

American Indian/Alaska Native 5 5 0 0 10

Asian 10 10 0 0 20

Native Hawaiian or Other Pacific Islander 0 0 0 0 0

Black or African American 160 160 25 25 370

White 180 180 70 70 500

More than One Race 50 50 0 0 100

Total 405 405 95 95 1000

Study 1 of 3
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Tracking Number: 

Planned Enrollment Report
            

Study Title: Evaluation of Quantitative Estimators in Periviable Pregnancy

Domestic/Foreign: Domestic

Comments:

Specific Aim (2) Determine whether the use of the NICHD NRN Outcome Estimator, Outcome Trajectory Estimator, and
BPD Estimator for parental counseling leads to increased parental satisfaction, increased clinician satisfaction, changes in
therapies, and improved clinical outcomes of periviable infants. Instrument development: 200 parents and their 100 clinicians
at UAB. Evaluation of instruments: 200 parents and their 200 clinicians. Total sample size: 600 individuals

Racial Categories
Ethnic Categories  

Not Hispanic or Latino
Female Male

Hispanic or Latino
Female Male

Total

American Indian/Alaska Native 3 3 0 0 6

Asian 12 12 0 0 24

Native Hawaiian or Other Pacific Islander 0 0 0 0 0

Black or African American 110 110 10 10 240

White 100 100 30 30 260

More than One Race 35 35 0 0 70

Total 260 260 40 40 600

Study 2 of 3
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Tracking Number

Planned Enrollment Report
            

Study Title: Defining Neonatal Outcomes in Which Parents are Most Interested and Development of Decision Aids

Domestic/Foreign: Domestic

Comments:

Specific Aim (3) To define the neonatal outcomes in which parents are most interested, develop a better means of framing
and communicating clinical evidence, and develop Decision Aids for enabling parents of periviable infants to make better
informed decisions. Initial development: 50 + testing and item reduction: 20 + validation: 30 =100 parents for initial stage at
UAB. Final testing and validation in a sample size of 200 parents from all 4 centers. Total sample size = 300.

Racial Categories
Ethnic Categories  

Not Hispanic or Latino
Female Male

Hispanic or Latino
Female Male

Total

American Indian/Alaska Native 1 1 0 0 2

Asian 3 3 0 0 6

Native Hawaiian or Other Pacific Islander 0 0 0 0 0

Black or African American 44 44 10 10 108

White 60 60 22 22 164

More than One Race 10 10 0 0 20

Total 118 118 32 32 300

Study 3 of 3
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Inclusion of Children 
 

We are investigating the epidemiology of periviable pregnancy, evaluating the use of quantitative 
estimators of prognosis, defining important outcomes and parental preferences related to these outcomes, and 
developing decision aids. 

As the focus of this project is on periviable pregnancy (20w 0d to 25w 6d gestaional age), we will 
include the children born to women with periviable pregnancy, and perform detailed data collection on their 
characteristics, the clinical care provided to these infants, and their outcomes (mortality and morbidity). Infant 
born at later gestational ages are more mature and with better outcomes, and those at lower gestational ages 
(<20w) do not survive, and the focus of  (Studies at Periviable Gestation ) is therefore is 
only on pregnancy during this high risk period.   
 The PI and other investigators at all centers are board-certified in either Obstetrics/MFM or Neonatal-
Perinatal medicine, and have been on the faculty for many years, and have performed numerous involving high 
risk pregnancies (MFM) or critically ill neonates and children (neonatologists).  

The involvement of children as subjects in research will be in compliance with all applicable subparts of 45 
CFR Part 46 as well as with other pertinent Federal laws and regulations. 
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Participating Clinical Sites  will be responsible for: 
 Screening and recruiting participants 
 Managing and operating the site 
 Determining participant eligibility 
 Data entry 
 Developing site-internal procedures and training/certifying staff members as appropriate 
 Assuring compliance with Institutional Review Board requirements 
 Responding to Quality Assurance visit reports 
 Maintaining a good recruitment rate 
 Reviewing and reconciling study data 
 Entering participant data into study database and responding to data cleaning requests 
 Submitting inquiries on procedural issues to the Coordinating Center 
 Responding to all requests for data regarding interim and final analyses and safety 

 
Data Safety and Monitoring Board (DSMB) 
A DSMB will be established to ensure objective oversight of this study’s safety and conduct. Although 
observational (Aim 1) and interview-based (Aims 2 and 3), the population being evaluated is highly 
vulnerable, and some oversight is required. The members of the DSMB will have complementary expertise 
in clinical trials, maternal-child health, obstetric and pediatric outcomes-based research, and epidemiology.  
Members are not involved in any aspect of the study operation.  The DSMB will meet annually to review 
study progress and monitor adverse events.  The DSMB will be confidentially briefed by the Data 
Coordinating Center regarding study progress and outcomes.  None of that information will be available to 
study investigators unless disclosed by the DSMB.  The DSMB will issue a written report to the investigators 
after each meeting outlining any study problems or necessary actions. 
 
Intellectual Property 

The PIs will grant necessary access rights to the pre-existing patents and or the patents potentially 
generated within the frame of this project for the purpose of this research project to all the other PIs and key 
personnel on a non-exclusive royalty-free basis. Each PI shall take appropriate measures to ensure that 
he/she can grant these access rights. Right in any pre-existing intellectual property will remain the property 
of the party that created and/or controls it. 
 
Conflict Resolution 

If a potential conflict develops, the PIs shall meet and attempt to resolve the dispute. If they fail to 
resolve the dispute, the disagreement shall be referred to an arbitration committee consisting of one 
impartial senior executive from each PI’s institution and an impartial senior executive mutually agreed upon 
by both PIs. No members of the arbitration committee will be directly involved in the research grant or 
disagreement. 
 
Change in PI Location 

If one of the PIs moves to a new institution, a new PI will be recruited as a replacement, subject to 
the approval of the Steering Committee and the Institution. 
 
Budget 

Subcontracts for all participating institutions have been developed by the office of grants and 
contracts at the participating institutions, with the guidance of the PIs. 
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Resource Sharing Plan 
 
A. Tools (Devices, Monitors, Probes, Research tools, Reagents, Model Organisms)  
Tools will be made available, in accordance with the NIH Data Sharing Policy 
(http://grants.nih.gov/grants/policy/data_sharing), to all researchers in both the private and public sector free 
or for a nominal charge and with minimal restriction.  
 
B. Data Sharing (Results, Tables, Graphs, Raw Data, Analyses) 
In accordance with NIH Data Sharing Policy, we will look to share data at the earliest opportunities 
throughout this research project, subject to intellectual property aspects and funding constraints. Results 
will be made available to the community at large.  
 
C. Knowledge and Results (Abstracts, Papers, Publications, Patent Applications) 
As a means of sharing knowledge, NIH encourages grantees to arrange for publication of NIH-supported 
original research in primary scientific journals. The awardees therefore will strive to publish their findings in 
a timely manner and acknowledge that the research was supported by the NIH. The investigators have 
published their data and results in numerous publications and worldwide scientific meetings over the last 
ten years and they intend to continue to share data at the earliest opportunities throughout this research 
project. In particular: 

• Results will be written up and sent for publication in relevant journals such as The Journal of the 
American Medical Association (JAMA), The New England Journal of Medicine (NEJM), Lancet, 
Obstetrics & Gynecology, American Journal of Obstetrics and Gynecology, Pediatrics, or Journal of 
Pediatrics. 

• The PIs will seek to present publishable results at scientific conferences such 
as the annual conference of the The Society for Maternal-Fetal Medicine, Pediatric Academic 
Societies’ etc. 
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