
Amendment 1 made on January 6, 2011

· 6. Other Submission Requirements, page 21, second paragraph should read.  If you are applying for Category B and also submitting a separate application for any Enhanced Activity, you should include after Category B the title the Enhanced Activity for which you are applying (i.e. [a. Tribal Flu Outreach] or [b. Teen Pregnancy]).  For example (Category B, Tribal Flu Outreach: …)

Part I Overview Information



United States Department of Health and Human Services (HHS)
Issuing Organization 

Centers for Disease Control and Prevention at (CDC) at http://www.cdc.gov/nccdphp

Participating Organizations
Centers for Disease Control and Prevention at (CDC) at http://www.cdc.gov

Components of Participating Organizations
Extramural Research Program Office (ERPO) serving, National Center for Chronic Disease Prevention and Health Promotion (NCCDPHP/CDC) at http://www.cdc.gov/nccdphp
Title: Pregnancy Risk Assessment Monitoring System (PRAMS) (U01) 

The policies, guidelines, terms, and conditions of the HHS Centers for Disease Control and Prevention (CDC) stated in this announcement might differ from those used by the HHS National Institutes of Health (NIH).  If written guidance for completing this application is not available on the CDC website, then CDC will direct applicants elsewhere for that information.
 
Authority: This program is authorized under Section 317K of the Public Health Service Act, [42 U.S.C. 247b-12], as amended. 

Announcement Type: New
Instructions for Submission of Electronic Research Applications:

NOTICE: Applications submitted in response to this Funding Opportunity Announcement (FOA) for Federal assistance must be submitted electronically through Grants.gov (http://www.grants.gov) using the SF424 Research and Related (R&R) forms and the SF424 (R&R) Application Guide.  

This FOA must be read in conjunction with the application package instructions included with this announcement on Grants.gov/Apply for Grants (hereafter referred to as, Grants.gov/Apply.)

A registration process is necessary before submission, and applicants are strongly encouraged to start the process at least four weeks prior to the grant submission date. See Section IV.

Two Steps Are Required For On-Time Submission: 
1) The application must be successfully submitted and validated by Grants.gov no later than 5:00 p.m. Eastern Standard Time on the application submission receipt date (see “Key Dates” below.) 

2) Applicants must complete a verification step in the Electronic Research Administration (eRA Commons) within two business days of notification. Note: Since email can be unreliable, it is the responsibility of the applicant to periodically check on their application status in the eRA Commons.

Funding Opportunity Announcement (FOA) Number: RFA-DP-11-001
Catalog of Federal Domestic Assistance Number(s): 93.946 Cooperative Agreements to Support State-Based Safe Motherhood and Infant Health Initiative Programs

Key Dates 

Release/Posted Date: 
Letter of Intent Receipt Date: December 17, 2010
NOTE: On-time submission requires that applications be successfully submitted to Grants.gov and validated no later than 5:00 p.m. eastern time on the deadline date. Please see Section IV, 3.C. “Application Processing.”  
Application Submission Receipt Date(s): January 20, 2011 
Peer Review Date(s): February/March 2011
Council Review Date(s): March 2011 

Earliest Anticipated Start Date(s): April 15, 2011
Additional Information to Be Available Date:  December 8, 2010

Expiration Date: January 21, 2011
CDC anticipates conducting a pre-application workshop to help prospective applicants prepare for the new PRAMS Cooperative Agreement RFA-DP-11-001 on December 8, 2010 from 2:00-4:30 pm Eastern Time. 

Information about the web-cast is as follows:

Participant Log In:

PARTICIPANT ACCESS INFORMATION

==============================

AUDIO PARTICIPANT ACCESS

========================

CALL DATE: December 8, 2010

CALL TIME: 2:00 Eastern Time

CALL DURATION: 2 hours 30 minutes

LEADER: Chris Hoffman

Toll-Free Number: 1-800-857-4839

PASSCODE: 5094036

NET CONFERENCE PARTICIPANT ACCESS

=================================

URL: https://www.mymeetings.com/nc/join/

Conference Number: PW9543908

Audience Pass code: 5094036

You can join the event directly at: 

https://www.mymeetings.com/nc/join.php?i=PW9543908&p=5094036&t=c
Applicants are strongly encouraged to attend the web-cast meeting. 

Due Date for E.O. 12372 
Due no later than 60 days after the application receipt date.

Additional Overview Content

Executive Summary
· This FOA solicits applications to support: state public health agencies in generating state-specific data for informing perinatal health programs and policies.  This will be accomplished by assisting the state public health agencies to: (1) establish or maintain state-specific, population-based surveillance of selected maternal behaviors and experiences that occur around the time of pregnancy and early infancy; (2) implement a point-in-time (e.g. a one time, one birth year) surveillance project that surveys women about selected maternal behaviors and experiences; and (3) expand surveillance of special populations to respond to emerging public health issues. This FOA supports the continuation of PRAMS activities funded under PA DP06-002.

· The participating organizations intend to commit a total of $7,510,000 to this FOA for payment of applications responsive to this announcement statement regarding the total amount to be awarded.

· Awards issued under this FOA are contingent upon the availability of funds and the submission of a sufficient number of meritorious applications.
· 38-49 awards with up to 9 enhanced activities are anticipated to be issued under this FOA. 
· Because the nature and scope of the proposed research will vary from application to application, it is anticipated that the size and duration of each award will also vary. The total amount awarded and the number of awards will depend upon the activity code, quality, duration, and costs of the applications received. 

· Budget Period, Project Period, and Award Amounts: The budget period is April 15, 2011-April 14, 2012. The project period is April 15, 2011-April 14, 2016.  For core PRAMS surveillance, the estimated award is approximately $150,000 for new applicants and $135,000 for existing applicants.  For Point-in-Time (one time, one birth year) PRAMS surveillance, the estimated award is approximately $100,000. For Enhanced Activities, the estimated award is approximately $40,000.
· Eligible Organizations: federally recognized or state-recognized American Indian/Alaska Native tribal governments, tribal epidemiology centers; state and local governments or their Bona Fide Agents (this includes the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, the Commonwealth of the Northern Marianna Islands, American Samoa, Guam, the Federated States of Micronesia, the Republic of the Marshall Islands, and the Republic of Palau); A Bona Fide Agent is an agency/organization identified by the state as eligible to submit an application under the state eligibility in lieu of a state application.  If you are applying as a bona fide agent of a state or local government, you must provide required documentation from the state or local government as documentation of your status.  Attach this documentation behind the first page of your application form or for electronic applications, use a PDF file and attach as “Other Documents” and label as appropriate.

· See Section IV.1 for application materials. The SF424 (R&R) Application Guide for this FOA is located at these Web sites:  http://grants1.nih.gov/grants/funding/424/SF424_RR_Guide_General.doc   (MS Word); http://grants1.nih.gov/grants/funding/424/SF424_RR_Guide_General.pdf   (PDF) 

· For general information on SF424 (R&R) Application and Electronic Submission, see these the following Web sites: SF424 (R&R) Application and Electronic Submission Information: http://grants.nih.gov/grants/funding/424/index.htm; General information on Electronic Submission of Grant Applications: http://era.nih.gov/ElectronicReceipt/
· HHS/CDC Telecommunications for the hearing impaired is available at the following number: TTY 770-488-2783. 
Funding Opportunity Announcement Glossary: FOA Glossary Terminology 
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Section I. Funding Opportunity Description



1. Research Objectives 

The National Center for Chronic Disease Prevention and Health Promotion (NCCDPHP) of CDC within HHS is committed to achieving the health promotion and disease prevention objectives of "Healthy People 2020" and to measuring program performance as stipulated by the Government Performance and Review Act (GPRA).  This RFA addresses “Healthy People 2020” priority area(s) of Maternal, Infant, and Child Health and is in alignment with NCCDPHP performance goal(s) to support Health Promotion through the Lifespan.  For more information, www.healthypeople.gov and http://www.whitehouse.gov/omb/mgmt-gpra/.  Through this announcement, the CDC seeks to fund projects that have the potential to yield high impact public health findings that will contribute to decreased overall burden and improve the health of the population.
Nature of the Research Opportunity

This Funding Opportunity Announcement (FOA) will enable CDC to assist state public health agencies in collecting population based data on maternal and child health indicators of high scientific quality that can be used to impact programs and policies that influence maternal and infant health.  This will be accomplished by assisting the state public health agencies to: (1) establish or maintain state-specific, population-based surveillance of selected maternal behaviors and experiences that occur around the time of pregnancy and early infancy; (2) implement a point-in-time (e.g. a one time, one birth year) surveillance project that surveys women about selected maternal behaviors and experiences; and (3) expand surveillance of special populations to respond to emerging public health issues.  Improving the health of mothers and infants is a priority for state Maternal and Child Health (MCH) programs and Pregnancy Risk Assessment Monitoring System (PRAMS); therefore, the data gathered by PRAMS will be used by MCH programs to (1) document trends in poor birth outcomes and other MCH outcomes, identify sub-populations at greatest risk, and select the most appropriate prevention activities; (2) inform the Title V needs assessment process to help states plan for and allocate MCH block grant funds as well as apply for other grant funds; (3) develop programs that support improvement of maternal and child health; and (4) support practical training of state-based MCH epidemiologists.  These surveillance data will also be analyzed by CDC, state public health agencies and other external researchers and the results will be translated into useable information for public health action. 

The activities conducted under this FOA are in line with the CDC Director's priorities to strengthen surveillance, epidemiology, laboratory services; improve the ability to support state, tribal, local, and territorial public health; increase global health impact; increase policy impact; better prevent illness, injury, disability, and death; and prevent teen pregnancies that contribute to poor health and negative social outcomes through evidence–based strategies, policies, and systems change.

Background

The Pregnancy Risk Assessment Monitoring System (PRAMS) is a surveillance project of the CDC/NCCDPHP and numerous state and local health departments.  PRAMS collects data on maternal attitudes and experiences before, during, and shortly after pregnancy. PRAMS was initiated in 1987 because infant mortality rates were no longer declining as rapidly as they had in prior years.  States use PRAMS surveillance data for program planning and evaluation and changing public health practice and policy for state maternal and child health programs such as: a Smoking Cessation Reduction in Pregnancy program; the Back to Sleep Campaign to reduce Sudden Infant Death Syndrome (SIDS); and the Maternal and Child Health (MCH) programs funded through the Human Resources Services Administration (HRSA)/Maternal Child Health Bureau (MCHB) MCH Block Grant. This surveillance data allows states to monitor important public health practices and experiences that impact pregnant women, such as uptake of H1N1 influenza and seasonal influenza vaccines and teen pregnancy.  These data also allow states to measure progress towards goals set in the HRSA MCH Block Grant, “Healthy People 2010” and “Healthy People 2020.”
Scientific Knowledge to be Achieved through this Funding Opportunity
1) Newly funded PRAMS states will have high quality data to monitor risk factors for maternal and infant health within three years of initial funding.

2) Established states (those with at least one year of weighted data) will annually demonstrate and document at least two uses of PRAMS data to develop or modify public health programs or policies that address maternal and infant health.

3) All PRAMS states will collect high quality data that satisfy the established response rate threshold (65%) on an ongoing basis. 

4) PRAMS data will be made available for analysis to internal and external researchers and stakeholders without undue delays in the processing of data requests.
Research Objectives and Approach

This announcement includes three separate categories: 

1) Category A (New States): 

To establish state-specific population-based surveillance of selected maternal behaviors and experiences that occur around the time of pregnancy and early infancy.

2) Category B (Existing States): 

To maintain state-specific population-based surveillance of selected maternal behaviors and experiences that occur around the time of pregnancy and early infancy.
Enhanced Activities (additional funding may be provided for these areas)
a. Tribal Flu Outreach:  To examine 2009/2010 access to H1N1 and seasonal influenza vaccination, experience with febrile illnesses, and hospitalizations during pregnancy among American Indian/Alaska Native (AI/AN) mothers using data from PRAMS or other data source, and to provide reports of results and present findings about experiences of AI/AN mothers around the time of pregnancy to the PRAMS tribal steering committee, each tribal health board within the state, state immunization programs, preparedness programs and maternal and child health programs.  The purpose of these activities are to make program improvements and strengthen tribal/PRAMS collaboration, and to improve response rates for ongoing PRAMS surveillances activities that can identify influenza and other maternal and infant risk factors in AI/AN women in states where the percentage of AI/AN births is 2% or greater.  
b. Teen Pregnancy: To enhance on-going state-specific, population-based surveillance activities in PRAMS states to monitor maternal behaviors and experiences around the time of pregnancy among women 15-19 years of age.
3) Category C (Point-in-time Surveillance):

To implement a point-in-time (e.g. one time, one birth year) survey for state-specific, population-based surveillance of selected maternal behaviors and experiences that occur around the time of pregnancy and early infancy for states with a small birth population (<20,000 births annually), a lack of electronic birth records, or inadequate resources to maintain ongoing surveillance.

See Section VIII, Other Information - Required Federal Citations, for policies related to this announcement. 

Section II. Award Information


1. Mechanism(s) of Support

This funding opportunity will use the U01 activity code.

The HHS/CDC U01 is a cooperative agreement assistance instrument. Under the U01 assistance instrument, the Recipient Organization retains the primary responsibility and dominant role for planning, directing, and executing the proposed project, and with HHS/CDC staff is substantially involved as a partner with the Recipient Organization, as described in Section VI.2.A., "Cooperative Agreement”.

2. Funds Available
The participating Centers, Institutes and Offices (CIO)(s) NCCDPHP intends to commit approximately $7,510,000 dollars in FY2011 to fund multiple awards in three major categories. The approximate total project period funded amount is $ 35,970,000.
Category A (New States):

Approximate Total Budget Period Funding: $1,300,000 (This amount is an estimate; is subject to availability of funds, and includes direct and indirect costs.)  

Approximate Number of Awards: 5-10

Approximate Average Award: $150,000 (This amount is for the first 12-month budget period, and includes both direct and indirect costs.) 

Ceiling of Individual Award Range: $200,000 (This ceiling is for the first 12-month budget period, and includes both direct and indirect costs.  If you request a funding amount greater than the ceiling of the award range, your application will be considered non-responsive, and will not be entered into the review process.  You will be notified that your application did not meet the submission requirements).  

Anticipated Award Date: April 15, 2011

Budget Period Length: 12 months

Project Period Length: Five years

Category B (Existing States):

Approximate Total Budget Period Funding: $5,500,000 (This amount is an estimate; is subject to availability of funds, and includes direct and indirect costs).  

Approximate Number of Awards: 38

Approximate Average Award: $135,000 (This amount is for the first 12-month budget period, and includes both direct and indirect costs.)  

Ceiling of Individual Award Range: $175,000 (This ceiling is for the first 12-month budget period, and includes both direct and indirect costs.  If you request a funding amount greater than the ceiling of the award range, your application will be considered non-responsive, and will not be entered into the review process.  You will be notified that your application did not meet the submission requirements).  

Anticipated Award Date: April 15, 2011

Budget Period Length: 12 months

Project Period Length: Five years

Enhanced Activities – a. Tribal Flu Outreach:

Approximate Total Budget Period Funding: $160,000 (This amount is an estimate; is subject to availability of funds, and includes direct and indirect costs.)  

Approximate Number of Awards: 4

Approximate Average Award: $40,000 (This amount is for the first 12-month budget period, and includes both direct and indirect costs.)  

Ceiling of Individual Award Range: $50,000 (This ceiling is for the first 12-month budget period, and includes both direct and indirect costs.  If you request a funding amount greater than the ceiling of the award range, your application will be considered non-responsive, and will not be entered into the review process.  You will be notified that your application did not meet the submission requirements).  

Anticipated Award Date: April 15, 2011

Budget Period Length: 12 months

Project Period Length: Two years

Enhanced Activities – b. Teen Pregnancy: 

Approximate Total Budget Period Funding: $350,000 (This amount is an estimate; is subject to availability of funds, and includes direct and indirect costs.)  

Approximate Number of Awards: 5

Approximate Average Award: $50,000 (This amount is for the first 12-month budget period, and includes both direct and indirect costs.)  

Ceiling of Individual Award Range: $75,000 (This ceiling is for the first 12-month budget period, and includes both direct and indirect costs.  If you request a funding amount greater than the ceiling of the award range, your application will be considered non-responsive, and will not be entered into the review process.  You will be notified that your application did not meet the submission requirements).  

Anticipated Award Date: April 15, 2011

Budget Period Length: 12 months

Project Period Length: Three years 

Category C (Point-in-Time Surveillance):

Approximate Total Budget Period Funding: $200,000 (This amount is an estimate; is subject to availability of funds, and includes direct and indirect costs.)  

Approximate Number of Awards: 1-2

Approximate Average Award: $100,000 (This amount is for the first 12-month budget period, and includes both direct and indirect costs.)  

Ceiling of Individual Award Range: $125,000 (This ceiling is for the first 12-month budget period, and includes both direct and indirect costs.  If you request a funding amount greater than the ceiling of the award range, your application will be considered non-responsive, and will not be entered into the review process.  You will be notified that your application did not meet the submission requirements).  

Anticipated Award Date: April 15, 2011

Budget Period Length: 12 months 

Project Period Length: Three years

Because the nature and scope of the proposed research will vary from application to application, it is anticipated that the size and duration of each award will also vary. Although the financial plans of the CIO (s) provide support for this program, awards pursuant to this funding opportunity are contingent upon the availability of funds and the receipt of a sufficient number of meritorious applications.


Section III. Eligibility Information



1. Eligible Applicants 

1.A. Eligible Institutions

You may submit an application(s) if your organization has any of the following characteristics: 
· Federally recognized or state-recognized American Indian/Alaska Native tribal governments

· Tribal epidemiology centers

· State and local governments or their Bona Fide Agents (this includes the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, the Commonwealth of the Northern Marianna Islands, American Samoa, Guam, the Federated States of Micronesia, the Republic of the Marshall Islands, and the Republic of Palau)

A Bona Fide Agent is an agency/organization identified by the state as eligible to submit an application under the state eligibility in lieu of a state application.  If you are applying as a bona fide agent of a state or local government, you must provide a letter from the state or local government as documentation of your status.  Attach this documentation behind the first page of your application form or for electronic applications, use a PDF file and attach as “Other Documents” and label as appropriate.

Additional eligibility information is as follows:  
State or territorial public health agencies designated as registration areas for vital statistics are the only agencies qualified to perform the activities under this funding announcement because implementation of the activities requires access to vital records information for sampling. The vital records registrar is the official office to record all births within the jurisdiction. 

Applicants whose jurisdiction includes a Tribal Epidemiology Center (TEC) are encouraged, but not required, to work with the TEC on surveillance of their American Indian/Alaska Native (AI/AN) populations. TECs’ activities consist of surveillance to develop and evaluate MCH programmatic activities in coordination with tribes and urban AI/AN communities.  In addition, they serve as liaisons with counties, states, the Indian Health Service (IHS), and other Federal public health authorities, in order to improve public health infrastructure within AI/AN communities.  

Throughout this document, the term “state” is used to define any state, territory, or tribe that meets the eligibility requirements.  

Category A (New States): 

Assistance will be provided only to the official state or territorial public health agencies designated as registration areas for vital statistics, including the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, the Commonwealth of the Northern Mariana Islands, American Samoa, Guam, the Federated States of Micronesia, the Republic of the Marshall Islands, and the Republic of Palau.  Applicants can apply for Category A funds as a new state if not an existing PRAMS state.

Category B (Existing States): 

Assistance will be provided only to the official state or territorial public health agencies designated as registration areas for vital statistics, including the District of Columbia, the Commonwealth of Puerto Rico, the Virgin Islands, the Commonwealth of the Northern Mariana Islands, American Samoa, Guam, the Federated States of Micronesia, the Republic of the Marshall Islands, and the Republic of Palau.  Applicants can apply for Category B funds as an existing PRAMS state.

Existing PRAMS states are those currently funded under Funding Announcement DP06-002.  These states are: Alabama, Alaska, Arkansas, Colorado, Delaware, Florida, Georgia, Hawaii, Illinois, Louisiana, Maine, Maryland, Massachusetts, Michigan, Minnesota, Mississippi, Missouri, Nebraska, New Mexico, New Jersey, New York City, New York, North Carolina, Ohio, Oklahoma, Oregon, Pennsylvania, Rhode Island, South Carolina, Tennessee, Texas, Utah, Vermont, Virginia, Washington, Wisconsin, West Virginia, and Wyoming.  All other states must apply as a new state.  

In order to apply and receive funding for Enhanced Activities, applicants must also apply for and receive Category B funding and must have conducted core PRAMS surveillance activities as a new or existing state under Funding Announcement DP06-002.  A separate application, including budget, must be submitted for each enhanced activity. Each enhanced activity will be evaluated separately.  The Enhanced Activities are: 

a. Tribal Flu Outreach:

Assistance will be provided to the official state or territorial public health agencies designated as registration areas for vital statistics that are funded for PRAMS under Funding Announcement DP06-002 and have an American Indian/Alaska Native birth population of 2% or more.  States that meet these criteria include: Alaska, Minnesota, Nebraska, New Mexico, Oklahoma, Oregon, Washington, Wisconsin, and Wyoming.
b. Teen Pregnancy:
Assistance will be provided to the official state or territorial public health agencies designated as registration areas for vital statistics that are funded for PRAMS under Funding Announcement DP06-002.

Category C (Point-in-time Surveillance): 

Assistance will be provided to the official state or territorial public health agencies designated as registration areas for vital statistics.  In addition, federally or state recognized Indian tribal governments with more than 1,000 births per year or Tribal Epidemiology Centers (TEC) that serve these eligible tribes may apply if the population to be surveyed does not reside in a state or territory with an existing PRAMS project.  Tribal or TEC applications must include co-investigators from the state or territorial health departments providing vital statistics data.  Tribes located within states with existing PRAMS projects should work with the state’s health department to develop a Category B proposal to serve tribal women.  

In Category C, a state, territory or tribal government may propose to include other states, territories, or tribes.  


2. Cost Sharing or Matching 

Sharing, matching, or cost participation are not required under this program.

The most current HHS Grants Policy Statement is available at: http://www.hhs.gov/grantsnet/docs/HHSGPS_107.doc


3. Other-Special Eligibility Criteria

If your application is incomplete or non-responsive to the special requirements listed in this section, it will not enter into the review process.


Note: Title 2 of the United States Code Section 1611 states that an organization described in Section 501(c)(4) of the Internal Revenue Code that engages in lobbying activities is not eligible to receive Federal funds constituting an award, grant, or loan.

Applicants may apply for core activities either as a new grantee or as an existing grantee, and can only apply in one category:

Category A (New) or
Category B (Existing) or
Category C Point-in-time (i.e. one time, one birth year) Surveillance.
Applicants applying for Enhanced activities (a. Tribal Flu Outreach or b. Teen Pregnancy) must also apply for and receive Category B (Existing) funding, and must have conducted core PRAMS surveillance activities as a new or existing state under Funding Announcement DP06-002.  A separate application must be provided for each enhanced activity, and each enhanced activity will be peer reviewed and evaluated separately. Applicants should clearly indicate what Category they are applying for and should include at the beginning of your title the respective category for which you are applying (i.e. A [New], B [Existing] or C [Point-in–time Surveillance]).

All applicants for Category A (New States) must provide:

1) Written assurance, signed by the head of the state’s Vital Statistics unit, that:

a) They will work collaboratively with the organizational units housing and collaborating on PRAMS to support the PRAMS program;

b) The recipient PRAMS program will have timely (i.e. two to four months after delivery) access to edited birth certificate information;

c) The recipient program will identify and commit a person from the Vital Statistics unit to act as a liaison to the PRAMS program to develop and maintain the program and make any modifications needed throughout the life of the program;

d) The final birth tape will be available to CDC by December 1 of the following data year, and the birth tape will include all the elements required by CDC for data weighting;

e) Any changes in the vital statistics system, such as with file layouts or adoption of the 2003 birth certificate format, will be communicated in writing to the recipient PRAMS program in a timely fashion.

2) Data sharing agreement signed by an authorized representative of the state Vital Statistics Unit and by the PRAMS project representative in accordance with the terms outlined in Appendix 1 - PRAMS Data Sharing Agreement.  These terms include assurance that:

a) For the grant cycle, CDC can release a pre-determined, restricted list of variables via a proposal process to researchers for analytic purposes without additional approval requirements. 

3) A joint letter of commitment from the State Directors of the Maternal and Child Health (MCH), the Data Processing units and/or other organizational units where the PRAMS project may be housed indicating that:

a) They will work collaboratively to support the PRAMS program;  this letter should specify evidence of past collaboration among these groups and identify which unit will be the lead in implementing the PRAMS program, and what roles each unit will play; and

b) PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to internal and external stakeholders and researchers via a proposal process.

Evidence of these Special Eligibility Requirements should be placed in Appendix A of the application.
All applicants for Category B (Existing States) must provide:

1) Written assurance, signed by the head of the state’s Vital Statistics unit, that
a) They will work collaboratively with the organizational units housing and collaborating on PRAMS to support the PRAMS program;
b) The recipient PRAMS program will have timely (i.e. two to four months after delivery) access to edited birth certificate information;
c) The recipient program will identify and commit a person from the Vital Statistics unit to act as a liaison to the PRAMS program to develop and maintain the program and make any modifications needed throughout the life of the program;
d) The final birth tape will be available to CDC by December 1 of the following data year, and the birth tape will include all the elements required by CDC for data weighting;
e) Any changes in the vital statistics system, such as with file layouts or adoption of the 2003 birth certificate format, will be communicated in writing to the recipient PRAMS program in a timely fashion.

2) Data sharing agreement signed by an authorized representative of the state Vital Statistics Unit and by the PRAMS project representative in accordance with the terms outlined in Appendix 1- PRAMS Data Sharing Agreement.  These terms include assurances that:

a) For the full grant cycle, CDC can release a pre-determined, restricted list of variables via a proposal process to researchers for analytic purposes without additional approval requirements.
3) A joint letter of commitment from the State Directors of the Maternal and Child Health (MCH), the Data Processing units and/or other organizational units where the PRAMS project may be housed indicating that:

a) They will work collaboratively to support the PRAMS program;  this letter should specify evidence of past collaboration among these groups and identify which unit will be the lead in implementing the PRAMS program, and what roles each unit will play; and

b) PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to internal and external stakeholders and researchers via a proposal process.

Evidence of these Special Eligibility Requirements should be placed in Appendix A of the application.

Applicants for Category B (Existing States) that are also applying for Enhanced Activities must provide in their separate Enhanced Activity application the following:
a. Tribal Flu Outreach:

Letters of support from tribes or tribal organizations in the state, and regional Tribal

Epidemiology Centers (TEC) indicating a willingness to work collaboratively with the state

PRAMS program to examine access to H1N1 vaccination, experience with febrile illnesses, influenza diagnoses and hospitalizations during pregnancy among American Indian/Alaska Native (AI/AN) mothers using data from PRAMS H1N1 and seasonal influenza survey or other data source, to analyze 2009/2010 H1N1 and seasonal influenza data and provide reports about perceptions and experiences of AI/AN mothers around the time of pregnancy to the PRAMS tribal steering committee, to present findings to each tribal health board within the state, state immunization programs, preparedness programs and maternal and child health programs in order to make program improvements and strengthen tribal/PRAMS collaboration.
b. Teen Pregnancy:

A joint letter of commitment from the State Directors of the Maternal and Child Health

(MCH), the Vital Statistics, and the Data Processing units or other organizational units where the PRAMS project may be housed indicating that they will work collaboratively to support the oversample and data collection of adolescent mothers aged

15-19 years.

Evidence of these Special Eligibility Requirements should be placed in Appendix A of the application.

All applicants for Category C (Point-in-time Surveillance) must provide:

1) Written assurance, signed by the head of the state’s Vital Statistics unit, that:
a) They will work collaboratively with the organizational units housing and collaborating on PRAMS to support the PRAMS program;

b) The recipient PRAMS program will have timely (i.e. two to four months after delivery) access to edited birth certificate information;

c) The recipient program will identify and commit a person from the Vital Statistics unit to act as a liaison to the PRAMS program to develop and maintain the program and make any modifications needed throughout the life of the program;

d) The final birth tape will be available to CDC by December 1 of the following data year, and the birth tape will include all the elements required by CDC for data weighting; 

e) Any changes in the vital statistics system, such as with file layouts or adoption of the 2003 birth certificate format, will be communicated in writing to the recipient PRAMS program in a timely fashion. 

2) Data sharing agreement signed by an authorized representative of the state Vital Statistics Unit and by the PRAMS project representative in accordance with the terms outlined in Appendix 1 - PRAMS Data Sharing Agreement.  These terms include assurances that:

a) For the full grant cycle, CDC can release a pre-determined, restricted list of variables via a proposal process to researchers for analytic purposes without additional approval requirements. 

3) A joint letter of commitment from the State Directors of the Maternal and Child Health (MCH), the Data Processing units and/or other organizational units where the PRAMS project may be housed indicating that:

a) They will work collaboratively to support the PRAMS program;  this letter should specify evidence of past collaboration among these groups and identify which unit will be the lead in implementing the PRAMS program, and what roles each unit will play; and

b) PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to internal and external stakeholders and researchers via a proposal process.

4) Applicants who will be working with a Tribal Epidemiology Centers (TEC) should include a letter of support from the TEC that describes the nature of the working relationship (e.g., data sharing agreements, steering committee appointments, assistance with TECs, assistance in locating survey participants, or dissemination of data).

5) Applicants with projects that span more than one state or territory must provide all of the above listed supporting materials from each state and territory involved.
Evidence of these Special Eligibility Requirements should be placed in Appendix A of the application.

Section IV. Application and Submission Information


To download a SF424 (R&R) Application Package and SF424 (R&R) Application Instructions for completing the SF424 (R&R) forms for this FOA, link to Grants.gov/Apply and follow the directions provided on that Web site.

A one-time registration is required for institutions/organizations at the following:

· Grants.gov Get Registered: http://www.grants.gov/applicants/get_registered.jsp

· eRA Commons Prepare to Apply: http://era.nih.gov/ElectronicReceipt/preparing.htm
Note: Both the applicant organization, as well as, the PD/PI must register in eRA Commons for an application to be accepted electronically. The Credentials Log-In, referenced in Section IV. 2. Content and Form of Application Submission, is obtained through Step #3 in the required actions below.

PD/PIs should work with their institutions/organizations to make sure they are registered in the eRA Commons. 

The following three steps are required before an applicant institution/organization can submit an electronic application, as follows: 

1) Organizational/Institutional Registration in Grants.gov Get Registered,  http://www.grants.gov/applicants/get_registered.jsp 
· Your organization will need to obtain a Data Universal Number System (DUNS) number and register with the Central Contractor Registration (CCR) as part of the Grants.gov registration process. 

· If your organization does not have a Taxpayer Identification Number (TIN) or Employer Identification Number (EIN), allow for extra time. A valid TIN or EIN is necessary for CCR registration. 

· The CCR also validates the EIN against Internal Revenue Service records, a step that will take an additional one to two business days.

· Direct questions regarding Grants.gov registration to:
Grants.gov Customer Support
Contact Center Phone: 1-800-518-4726 
Business Hours: 24 hours/day, seven days/week
Email support@grants.gov 

2) Organizational/Institutional Registration in the eRA Commons Prepare to Apply,  http://era.nih.gov/ElectronicReceipt/preparing.htm
· To find out if an organization is already eRA Commons-registered, see the "List of Grantee Organizations Registered in eRA Commons.” 

· Direct questions regarding the eRA Commons registration to: 
eRA Commons Help Desk
Phone: 301-402-7469 or 866-504-9552 (Toll Free)
TTY: 301-451-5939
Business hours M-F 7:00 a.m. – 8:00 p.m. Eastern Time
Email commons@od.nih.gov 

3) Project Director/Principal Investigator (PD/PI) Registration in the eRA Commons: Refer to the NIH eRA Commons System (COM) Users Guide. 
· The individual designated as the PD/PI on the application must also be registered in the eRA Commons. It is not necessary for PDs/PIs to register with Grants.gov. 

· The PD/PI must hold a PD/PI account in the eRA Commons and must be affiliated with the applicant organization. This account cannot have any other role attached to it other than the PD/PI. 

· This registration/affiliation must be done by the Authorized Organization Representative/Signing Official (AOR/SO) or their designee who is already registered in the eRA Commons. 

· Both the PD/PI and AOR/SO need separate accounts in the eRA Commons since both hold different roles for authorization and to view the application process.

Note that if a PD/PI is also an HHS peer-reviewer with an Individual DUNS and CCR registration, that particular DUNS number and CCR registration are for the individual reviewer only. These are different than any DUNS number and CCR registration used by an applicant organization. Individual DUNS and CCR registration should be used only for the purposes of personal reimbursement and should not be used on any grant applications submitted to the Federal Government. 

Several of the steps of the registration process could take four weeks or more. Therefore, applicants should immediately check with their business official to determine whether their organization/institution is already registered in both Grants.gov and the eRA Commons. The HHS/CDC strongly encourages applicants to use the Grants.gov electronic applications process and have organizations and PD/PIs complete all necessary registrations.

1. Request Application Information 

Applicants must download the SF424 (R&R) application forms and SF424 (R&R) Application Guide for this FOA through Grants.gov/Apply. 
Note: Only the forms package directly attached to a specific FOA can be used. You will not be able to use any other SF424 (R&R) forms (e.g. sample forms, forms from another FOA); although some of the "Attachment" files may be useable for more than one FOA.

If you do not have access to the Internet, or if you have difficulty accessing the forms online, you may contact the CDC Procurement and Grants Office Technical Information Management Section (PGOTIMS) staff.  For this, or further assistance, contact PGO TIMS: Telephone (770) 488-2700, Email: PGOTIM@cdc.gov. 

HHS/CDC Telecommunications for the hearing impaired: TTY 770-488-2783.

If the applicant encounters technical difficulties with Grants.gov, the applicant should contact Grants.gov Customer Service.  The Grants.gov Contact Center is available 24 hours a day, 7 days a week. The Contact Center provides customer service to the applicant community. The extended hours will provide applicants support around the clock, ensuring the best possible customer service is received any time it’s needed. You can reach the Grants.gov Support Center at 1-800-518-4726 or by email at support@grants.gov.  Submissions sent by e-mail, fax, CD’s or thumb drives of applications will not be accepted.  
Organizations that encounter technical difficulties in using www.Grants.gov to submit their application must attempt to overcome those difficulties by contacting the Grants.gov Support Center (1-800-518-4726, support@grants.gov).  After consulting with the Grants.gov Support Center, if the technical difficulties remain unresolved and electronic submission is not possible to meet the established deadline, organizations may submit a request prior to the application deadline by email to PGO TIMS for permission to submit a paper application.  An organization's request for permission must: (a) include the Grants.gov case number assigned to the inquiry, (b) describe the difficulties that prevent electronic submission and the efforts taken with the Grants.gov Support Center (c) be submitted to PGO TIMS at least 3 calendar days prior to the application deadline.  Paper applications submitted without prior approval will not be considered.  
 

If a paper application is authorized, the applicant will receive instructions from PGO TIMS to submit the original and two hard copies of the application by mail or express delivery service.
2. Content and Form of Application Submission 

Prepare all applications using the SF424 (R&R) application forms and in accordance with the SF424 (R&R) Application Guide (MS Word or PDF). 
The SF424 (R&R) Application Guide is critical to submitting a complete and accurate application to HHS/CDC. There are fields within the SF424 (R&R) application components that, although not marked as mandatory, are required by HHS/CDC (e.g., the “Credential” log-in field of the “Research & Related Senior/Key Person Profile” component must contain the PD/PI assigned eRA Commons User ID). Agency-specific instructions for such fields are clearly identified in the Application Guide. For additional information, see “Tips and Tools for Navigating Electronic Submission” on the front page of “Electronic Submission of Grant Applications.” 

The SF424 (R&R) application is comprised of data arranged in separate components. Some components are required, others are optional. The forms package associated with this FOA in Grants.gov/Apply will include all applicable components, mandatory and optional. A completed application in response to this FOA will include the following components: 

Required Components: 
SF424 (R&R) (Cover component)

Research & Related Project/Performance Site Locations
Research & Related Other Project Information 
Research & Related Senior/Key Person Profile

PHS398 Research & Related Budget 
PHS398 Cover Page Supplement 
PHS398 Research Plan 
PHS398 Checklist
For K awards include: PHS398 Career Development Award Supplement Form 

Optional Components: 

PHS398 Cover Letter File 
Research & Related Sub award Budget Attachment(s) Form

Note: While both budget components are included in the SF424 (R&R) forms package, the CDC U01 (activity code) uses ONLY the detailed Research & Related Budget. (Do not use the PHS 398 Modular Budget.)

3. Submission Dates and Times

See Section IV.3.A for details.

3. A. Submission, Review and Anticipated Start Dates 

Letter of Intent Receipt Date: December 17, 2010
Application Submission Receipt Date(s): January 20, 2011
Peer Review Date (s): February/March 2011
Council Review Date (s): March 2011 

Earliest Anticipated Start Date: April 15, 2011


3.A.1. Letter of Intent 

Prospective applicants are asked to submit a letter of intent that includes the following information:

· Descriptive title of proposed research

· Name, address, and telephone number of the Principal Investigator

· Names of other key personnel

· Participating institutions

· Number and title of this funding opportunity

· Include at the end of your title the respective category for which you are applying (i.e. A [New], B [Existing] or C [Point in time]).

· If you are applying for B and also any Enhanced Activity, send a separate LOI and include at the end of the title the Enhanced Activity for which you are applying (i.e. a. Tribal Flu Outreach or b. Teen Pregnancy).

Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application, the information that it contains allows CDC Program staff to estimate the potential review workload and plan the review.

The letter of intent is to be sent by the date listed in Section IV. 3.A

The letter of intent should be sent to:

Michael A. Brown, MPH

Extramural Research Program Office

National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services 

4770 Buford Hwy, N.E., M/S K-92

Atlanta, GA 30341 

Telephone: (770) 488-5118 

Fax: (770) 488-8046 

Email: mab5@cdc.gov
3.B. Submitting an Application to CDC 

If the instructions in this announcement differ in any way from the 424 R&R instructions, follow the instructions in this announcement.
To submit an application in response to this FOA, applicants should access this FOA via Grants.gov/Apply and follow steps 1-4. Applications must be submitted electronically through Grants.gov (http://www.grants.gov) where the application will be electronically time/date stamped by Grants.gov.  The applicants’ Authorized Organization Representative (AOR) will receive an e-mail notice of receipt from eRA Commons and Grants.gov when HHS/CDC receives the application.  

This announcement is the definitive guide on Letter Of Intent (LOI) and application content, submission procedures, and deadline.  It supersedes information provided in the application instructions.  If your application does not meet the deadline described in Section IV.3.A, it will not be eligible for review. You will receive notification that you did not meet the submission requirements.


3.C. Application Processing 

Applications may be submitted on or after the opening date and must be successfully received and validated by Grants.gov no later than 5:00 p.m. eastern time on the deadline date. If an application is not submitted by the due date(s) and time, the application may be delayed in the review process or not reviewed. 

Once an application package has been successfully submitted through Grants.gov, any errors have been addressed, and the assembled application has been created in the eRA Commons, the PD/PI and the Authorized Organization Representative/Signing Official (AOR/SO) have two weekdays (Monday – Friday, excluding Federal holidays) to view the application image to determine if any further action is necessary.

· If everything is acceptable, no further action is necessary. The application will automatically move forward for processing after two weekdays, excluding Federal holidays. 
· Prior to the submission deadline, the AOR/SO can “Reject” the assembled application and submit a changed/corrected application within the two-day viewing window. This option should be used if it is determined that some part of the application was lost or did not transfer correctly during the submission process, the AOR/SO will have the option to “Reject” the application and submit a Changed/Corrected application. In these cases, please contact the eRA Help Desk to ensure that the issues are addressed and corrected. Once rejected, applicants should follow the instructions for correcting errors in Section 2.12, including the requirement for cover letters on late applications. The “Reject” feature should also be used if you determine that warnings are applicable to your application and need to be addressed now. Remember, warnings do not stop further application processing. If an application submission results in warnings (but no errors), it will automatically move forward after two weekdays if no action is taken. Some warnings may need to be addressed later in the process.

· Both the AOR/SO and PD/PI will receive e-mail notifications when the application is rejected or the application automatically moves forward in the process after two weekdays. Warnings or errors must be addressed prior to the closing date. No changes will be accepted thereafter. 
Note: The application is not complete until it has passed the Grants.gov validation process. Applicants will receive a submission receipt email followed by an email from Grants.gov confirming that the application package passed the validation process or was rejected due to errors. Validation takes two (2) calendar days; however, applicants may check the status of the application to ensure submission is complete. To guarantee that compliance with the Funding Opportunity Announcement, allocate additional time to the submission process. Applications that have not passed the validation process within 48 hours of the submission deadline may not be accepted. If no validation e-mail from Grants.gov is received within two (2) calendar days of submission, you may contact Grants.gov. Please refer to the Grants.gov email message generated at the time of application submission for instructions on how to track your application or the Application User Guide.
Upon receipt, applications will be evaluated for completeness and responsiveness by the CDC Procurements and Grants Office and the CIO. Incomplete and non-responsive applications will not be reviewed. 
There will be an acknowledgement of receipt of applications from Grants.gov and the Commons

 HYPERLINK "https://commons.era.nih.gov/commons/" . The submitting AOR/SO receives the Grants.gov acknowledgments. The AOR/SO and the PI receive Commons acknowledgments. Information related to the assignment of an application to a Scientific Review Group is also in the Commons.  

Organizations that encounter technical difficulties in using www.Grants.gov to submit their application must attempt to overcome those difficulties by contacting the Grants.gov Support Center (1-800-518-4726, support@grants.gov).  After consulting with the Grants.gov Support Center, if the technical difficulties remain unresolved and electronic submission is not possible to meet the established deadline, organizations may submit a request prior to the application deadline by email to PGO TIMS for permission to submit a paper application.  An organization's request for permission must: (a) include the Grants.gov case number assigned to the inquiry, (b) describe the difficulties that prevent electronic submission and the efforts taken with the Grants.gov Support Center (c) be submitted to PGO TIMS at least 3 calendar days prior to the application deadline.  Paper applications submitted without prior approval will not be considered.  
 

If a paper application is authorized, the applicant will receive instructions from TIMS to submit the original and two hard copies of the application by mail or express delivery service.
Note: Since email can be unreliable, it is the responsibility of the applicant to check periodically on the application status in the Commons.

4. Intergovernmental Review 
Your application is subject to Intergovernmental Review of Federal Programs, as governed by Executive Order (EO) 12372. This order sets up a system for state and local governmental review of proposed federal assistance applications. You should contact your state single point of contact (SPOC) as early as possible to alert the SPOC to prospective applications, and to receive instructions on your state’s process. Click on the following link to get the current SPOC list: http://www.whitehouse.gov/omb/grants/spoc.html.

5. Funding Restrictions 

All HHS/CDC awards are subject to the terms and conditions, cost principles, and other considerations described in the HHS Grants Policy Statement.

Additional guidance can be found at HHS Grants Policy Statement.

Restrictions, which applicants must take into account while writing their budgets, are as follows:

· Funds relating to the conduct of research will be restricted until the appropriate assurances and Institutional Review Board approvals are in place.
· Reimbursement of pre-award costs is not allowed.
· Recipients may not use funds for clinical care.
· Recipients may only expend funds for reasonable program purposes, including personnel, travel, supplies, and services, such as contractual.
· Awardees may not generally use HHS/CDC/ATSDR funding for the purchase of furniture or equipment.  Any such proposed spending must be identified in the budget.
· The direct and primary recipient in a cooperative agreement program must perform a substantial role in carrying out project objectives and not merely serve as a conduit for an award to another party or provider who is ineligible.  Recipients may not use the funds for construction. 
6. Other Submission Requirements 


Applicants should clearly indicate what Category they are applying for and should include at the begi`nning of your title the respective category for which you are applying (i.e. A [New], B [Existing] or C [Point-in–time Surveillance]).
If you are applying for Category B and also submitting a separate application for any Enhanced Activity, you should include after Category B the title the Enhanced Activity for which you are applying (i.e. [a. Tribal Flu Outreach] or [b. Teen Pregnancy]).  For example (Category B, Tribal Flu Outreach: …)

Awardees upon acceptance of Notice of Award (NoA), must agree to the "Cooperative Agreement Terms and Conditions of Award" in Section VI.  "Award Administration Information”.
Applicants’ research plan(s) should address activities they will conduct over the entire project period, and must include the following items:

Category A (New States):

1) Background and Need

a) Describe the composition of the birth population, giving the numbers of overall births and births in each sub-population of interest.  Describe the scope and severity of the problems of poor pregnancy outcomes, including infant mortality, low birth weight, and related risk factors such as inadequate prenatal care or unintended pregnancy. This may apply on a statewide basis or to high risk sub-populations in defined geographical areas and may be assessed in relation to relevant national rates, Maternal and Child Health Bureau indicators, or the “Healthy People 2010 or 2020 Objectives”.

b) Describe the reproductive health and maternal and child health priorities for the state and how PRAMS data can be integrated into the state’s activities to address those priorities and evaluate state programs.

c) Identify gaps in needed information concerning adverse pregnancy and infant outcomes, pregnancy and infant risk factors, and provide a description of how PRAMS data may be used to fill these gaps.

d) Describe how data from PRAMS will complement the use of vital records or other MCH data by increasing understanding of previously identified maternal and infant health problems, identifying new problems, and evaluating programs designed to address these problems

2) Profile of State Birth Registration Process

a) Describe, in detail, the state process for registering births, to include each step from collection of information at the birth site, having an initial computerized file, and having a clean, edited file from which other information can be drawn.  Present a time line for the cleaning of critical variables, such as name, address, and date of birth.  Document that the birth certificate information is available within two to four months after the date of birth.

b) Describe the schedule on which birth certificate information will be available.

c) Describe the extent to which you can link birth certificate data to other data sources, e.g., infant deaths, Supplemental Nutrition Program for Women, Infants, and Children (WIC), Medicaid, or Hospital Discharge Data (for mother and/or infant).

d) Describe any state laws or policies that place restrictions on the release of vital records data for surveillance purposes and indicate the impact of these laws or policies on PRAMS. Include in your description the impact of these laws and policies on the re-release of birth certificate variables to internal and external stakeholders or researchers for analytic purposes.

e) Describe any state laws or policies that place restrictions on the temporary secure upload of information to the CDC certified software system for use by internal state PRAMS staff to contact sampled women.  Include in your description the impact of these laws and policies on the ability to conduct PRAMS. 

f) Describe any plans for dealing with revisions of the birth certificate.

3) Plan of Operation

a) Describe how and when the major project components, such as data analysis, staffing plan, procedures development, and steering committee, will be developed and implemented.

b) Provide any available data that describe the extent to which the data collection approach is likely to produce high quality data (i.e.70% prior to 2007 and 65% for 2007 and beyond), overall and among high-risk sub-populations.  Provide examples of previous data collection efforts, including past experiences with PRAMS or PRAMS-like studies.

c) In the event that minimal personal identifier information (i.e. mother’s name, date of birth, address, and phone number and infant’s name and date of birth), cannot be uploaded into the CDC software system for data collection activities, describe the plan and capacity to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT security policies and section 508 compliance.  Describe how implementation of this integrated system would impact the PRAMS data collection timeline.

d) Describe the roles, responsibilities, and supervision of key personnel who will be contributing to the PRAMS program during the next budget period.

e) Document, with curriculum vitae, the relevant expertise and experience of proposed personnel involved in PRAMS program direction, operational management, and data analysis and dissemination, and their placement within the organization.  It is strongly recommended that a minimum of two full-time equivalents at the state level be committed to working on daily operations and coordination of PRAMS.

f) Describe the specific roles and responsibilities of participating organizational units, such as MCH, vital records, and data processing units. Provide an organizational chart that shows the location of units that participate in PRAMS.

g) Describe a plan for data use that integrates the MCH priorities previously identified that can be addressed by PRAMS and will be used for program planning, program evaluation, policy development, and resource allocation.  

h) Describe how findings from PRAMS will be disseminated through various channels, including steering committee members, health policy makers, and health providers and translated into public health action.  Describe existing partnerships and how findings from previous state public health practice has been disseminated.  Identify future partnerships for dissemination and translation activities. 

i) Describe a plan for reporting effective use of PRAMS data (i.e. from items g and h above) to CDC. 
4) Timetable

a) Provide a general time line of major milestones for the project period and a schedule of activities for the first 12 months of the project period.

5) Budget

a) Provide a detailed budget and line-item justification of all operating expenses that are consistent with the planned activities of the project.  The budget should also address funds requested, as well as in-kind or direct support.  Indicate if funds are already committed to PRAMS and adjust the amount requested under this announcement accordingly. The budget will not be counted toward the narrative page limit.  

Category B (Existing States):

1) Background and Need

a) Describe the composition of the birth population giving the numbers of overall births and births in each sub-population of interest.  Describe the scope and severity of the problems of poor pregnancy outcomes, including infant mortality, low birth weight, and related risk factors such as inadequate prenatal care or unintended pregnancy.  This may apply on a state-wide basis or to high risk sub-populations in defined geographical areas and may be assessed in relationship to relevant national rates, Maternal and Child Health Bureau indicators, state program activities or the “Healthy People 2010 or 2020 Objectives.”

b) Describe the reproductive health and maternal and child health priorities for the state and how PRAMS data can be integrated into the state’s activities to address those priorities and evaluate state programs.

c) Identify gaps in needed information concerning adverse pregnancy and infant outcomes, pregnancy and infant risk factors, and describe how PRAMS data can be used to fill these gaps and will aid in program development.

d) Describe how data from PRAMS will complement the use of vital records or other MCH data by increasing understanding of previously identified maternal and infant health problems, identifying new problems, and evaluating programs designed to address these problems.

2) Capacity

a) Describe progress to date in implementing PRAMS operational activities and any barriers that precluded complete and successful implementation of the project, e.g., sources of contact information or staffing patterns. Describe responsiveness to CDC recommendations to improve operations.

b) Document the staffing pattern for the project over the last two years and any impact of that pattern on the project.

c) Identify and describe the state staff who contribute to the PRAMS project (project coordinator, data manager, data analyst, vital records contact, and other PRAMS participants), including their roles, the proportion of their time spent on PRAMS, and a summary of their activities and accomplishments during the last funding period.

d) Document PRAMS weighted response rates overall and among high risk sub-populations (i.e. stratum) for the most recent three years of weighted data, and un-weighted response rates for the last 12 months for batches not yet weighted.

e) Document the extent to which PRAMS data are available for analysis and have been analyzed.

f) Describe the extent to which PRAMS data have been used for health program planning, program evaluation, policy development, and resource allocation.  Provide specific examples of dissemination and translation of PRAMS data and existing partners in these efforts.

g) Describe data linkages that have been accomplished between PRAMS and other data sources and identify how the linked data sets have been used for program planning and evaluation.

3) Profile of State Birth Registration Process

a) Summarize the state process for registering births.  Include each step from collection of information at the birth site, having an initial computerized file, and having a clean, edited file from which other information can be drawn.  Present a time line for the cleaning of critical variables, such as name, address, and date of birth.  Document that the birth certificate information is available within two to four months after the date of birth.

b) Describe the schedule on which birth certificate information will be available.  These files are used to assist the state with evaluation of the data.

c) Describe the extent to which you can link vital records data to other data sources to evaluate program activities, e.g., infant deaths, Supplemental Nutrition Program for Women, Infants, and Children (WIC), Medicaid, or Hospital Discharge Data (for mother and/or infant).

d) Describe any state laws or policies that place restrictions on the release of vital records data for surveillance purposes and indicate the impact of these laws or policies on PRAMS.  Include in your description the impact of these laws and policies on re-release of birth certificate variables to internal and external stakeholders or researchers for analytic purposes.

e) Describe state participation in the re-release of state data by CDC as outlined in the data sharing agreement negotiated between NAPHSIS and CDC in 2009.

f) Describe any state laws or policies that place restrictions on the temporary secure upload of information to the CDC certified software system for use by internal state PRAMS staff to contact sampled women.  Include in your description the impact of these laws and policies on the ability to conduct PRAMS.

g) Describe any plans for dealing with revisions of the birth certificate.

4) Plan of Operation

a) Describe how and when major project components are carried out and any proposed changes for the next budget period.

b) Describe operations used to implement the supplemental influenza questions for the 2009-2010 and 2010-2011 flu seasons, as well as a plan of operations to conduct the supplemental influenza data collection for the 2011-2012 flu season (until April of 2012).  If no 2009-2010 influenza data collection occurred, describe the plan of operations to conduct this activity for 2010-2011 and 2011-2012 flu seasons. 

c) In the event that minimal personal identifier information (i.e. mother’s name, date of birth, address, and phone number and infant’s name and date of birth), cannot be uploaded into the CDC software system for data collection activities, describe the plan and capacity to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT security policies and section 508 compliance.  Describe how implementation of this integrated system would impact the PRAMS data collection timeline.

d) Provide any available data that describe the extent to which the data collection approach is likely to produce adequate response rates (i.e. 70% prior to 2007 and 65% for 2007 and beyond), including high-risk sub-populations.  Provide examples of previous data collection efforts, especially past experiences with PRAMS.  Provide examples of responses to CDC operational evaluation recommendations.

e) Document a plan of action for increasing response rates in any population or sub-population not achieving the established response rate threshold (i.e. 70% prior to 2007 and 65% for 2007 and beyond).

f) Describe the roles and responsibilities of key personnel who will be contributing to the PRAMS program during the next budget period.

g) Document, with curriculum vitae, the relevant expertise and experience of key personnel involved in PRAMS program direction, operational management, data analysis and dissemination, and their placement within the organization.  It is suggested that a minimum of two full-time equivalents at the state level be committed to working on daily operations and coordination of PRAMS.

h) Describe the specific roles and responsibilities of participating organizational units, such as MCH, vital records, and data processing units. Provide an organizational chart that shows the location of units participating in PRAMS.

i) Describe a plan for data use that integrates the MCH priorities previously identified that can be addressed by PRAMS and will be used for program planning, program evaluation, policy development, and resource allocation. 
j) Describe how findings from PRAMS will be disseminated through various channels, including steering committee members, health policy makers, and health providers and translated into public health action.  Identify future partnerships for dissemination and translation activities.

k) Describe a plan for reporting effective use of PRAMS data (i.e. from items i and j above) to CDC. 

5) Timetable

a) Submit a general time line of major milestones for the project period and a schedule of activities for the first 12 months of the project period.

6) Budget

a) Provide a detailed budget and line-item justification of all operating expenses that is consistent with the planned activities of the project.  Address funds requested, as well as in-kind or direct support. The budget will not be counted toward the narrative page limit. 
Enhanced Activities – a. Tribal Flu Outreach:

1) Background and Need

(1) Describe the AI/AN population in the state and the rationale for conducting the enhanced activities.

(2) Describe how the enhanced activities may be used to improve outreach and collaboration with tribes, and the amount and quality of information available related to the influenza experience of AI/AN women.   

2) Plan of Operation

a) Describe how the enhanced activities (such as staffing, data analysis, data dissemination and translation, and advisory committee) will be developed and implemented.

b) Describe the plan for obtaining resources (including staff and analytic expertise) and expertise to carry out the enhanced activities.

c) Describe how all units involved with the core PRAMS activities and the enhanced activities will cooperate and collaborate.

d) Describe the composition and function of the tribal advisory committee.

e) Document the relevant expertise and experience of proposed personnel involved in enhanced activities, and their placement within the organization.

f) Describe a plan for data analysis related to influenza experiences of AI/AN women in the state.

g) Describe how findings from PRAMS analyses will be disseminated through various channels and translated into public health action.

3) Timetable

a) Provide a general time line of major milestones for the project period and a schedule of activities for the project period.

4) Budget




(1) Provide a detailed budget and line-item justification of all operating expenses that is consistent with the planned activities of the project.  Address funds requested, as well as in-kind or direct support.  Indicate if funds are already committed to PRAMS and adjust the amount requested under this announcement accordingly. The budget will not be counted toward the narrative page limit.  

Enhanced Activities – b. Teen Pregnancy:

1) Background

a) Describe the reproductive health and maternal and child health priorities for the state.

b) Describe how enhanced data on teen pregnancy and childbearing can be integrated into the state’s activities to address those priorities.

2) Staffing and Capacity

a) Describe the roles, responsibilities, and supervision of key personnel who will be contributing to the design and implementation of the oversampling and enhanced PRAMS program activities, including development and implementation of new questions during the data collection period.

b) Document PRAMS weighted response rates overall and by high risk sub-populations (i.e. stratum) for the most recent three years of weighted data, and un-weighted response rates for the last 12 months for batches not yet weighted.

c) Describe planned procedures to implement an oversample of adolescent mothers, including description of ways in which any potential barriers and challenges will be addressed (e.g., any necessary IRB approvals, response rate goals, etc.).

d) Describe techniques to be used to ensure adequate response rates among teen mothers (i.e. 65%), including the use of particular incentives/rewards, enhanced outreach or other practices that have been shown to be effective in eliciting responses from this population.

3) Dissemination Plan

a) Describe how findings from the enhanced data collection will be disseminated through various channels, including steering committee members, health policy makers, and health providers and translated into public health action.  

4) Timetable

a) Submit a time line of activities for the project period.

5) Budget

a) Provide a detailed budget and line-item justification of all operating expenses that is consistent with the planned activities of the project. Address funds requested, as well as in-kind or direct support. The budget and budget justification will be included as a separate attachment, not to be counted in the narrative page limit. 
Category C (Point-in-time Surveillance):

1) Background and Need

a) Describe the composition of the birth population, giving the numbers of overall births and births in each sub-population of interest.  Describe the scope and severity of the problems of poor pregnancy outcomes, including infant mortality, low birth weight, and related risk factors such as inadequate prenatal care or unintended pregnancy. This may apply on a state-wide basis or to high risk sub-populations in defined geographical areas and may be assessed in relationship to relevant national rates, Maternal and Child Health Bureau indicators, or the “Healthy People 2010 or 2020 Objectives.”

b) Describe the reproductive health and maternal and child health priorities for the state and how PRAMS data can be integrated into the state’s activities to address those priorities and evaluate state programs.

c) Identify gaps in needed information concerning adverse pregnancy and infant outcomes, pregnancy and infant health risk factors, and provide a description of how PRAMS data may be used to fill these gaps and evaluate programs designed to address these problems.

d) Describe how data from PRAMS will complement the use of vital records or other MCH data by increasing understanding of previously identified maternal and infant health problems, identifying new problems, and evaluating programs designed to address these problems.

e) Describe how a point-in-time survey would meet the needs of the state (e.g., a small birth population (<20,000 births annually), lack of electronic birth records, inadequate resources to maintain ongoing surveillance).

2) Profile of State Birth Registration Process (if more than one state is involved, provide the following information for each state)

a) Describe, in detail, the state process for registering births.  Include each step from collection of information at the birth site to availability of a clean, edited file from which other information can be drawn.  Present a time line for the cleaning of critical variables, such as name, address, and date of birth. Document that the sample birth certificate information is available within two to four months after the date of birth.

b) Describe any state laws or policies that place restrictions on the release of vital records data for surveillance purposes and indicate the impact of these laws or policies on PRAMS.  Include in your description the impact of these laws and policies on re-release of birth certificate variables to internal and external stakeholders or researchers for analytic purposes.

c) Describe any state laws or policies that place restrictions on the temporary secure upload of information to the CDC certified software system for use by internal state PRAMS staff to contact sampled women.  Include in your description the impact of these laws and policies on the ability to conduct PRAMS.

3) Plan of Operation

a) Describe how and when the major project components, such as mail and telephone data collection procedures, data analysis, staffing plan, procedures development, and advisory committee, will be developed and implemented.

b) Provide any available data that describe the extent to which the data collection approach is likely to produce adequate response (i.e.70% prior to 2007 and 65% for 2007 and beyond), among the population, including high-risk sub-populations.  Provide examples of previous data collection efforts, including past experiences with PRAMS.

c) In the event that minimal personal identifier information (i.e. mother’s name, date of birth, address, and phone number and infant’s name and date of birth), cannot be uploaded into the CDC software system for data collection activities, describe the plan and capacity to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT security policies and section 508 compliance.  Describe how implementation of this integrated system would impact the PRAMS data collection timeline.

d) Describe the roles, responsibilities, and supervision of key personnel who will be contributing to the PRAMS program.  Document the relevant expertise and experience of proposed personnel involved in PRAMS program direction, operational management, and data analysis and dissemination, and their placement within the organization.

e) Document, with curriculum vitae, the relevant expertise and experience of proposed personnel involved in PRAMS program direction, operational management, and data analysis and dissemination, and their placement within the organization.  It is strongly recommended that a minimum of two full-time equivalents at the state level be committed to working on daily operations and coordination of PRAMS.

f) Describe the specific roles and responsibilities of participating organizational units, such as MCH, vital records, and data processing units.  Provide an organizational chart that shows the proposed location of units that participate in PRAMS.
g) Describe a plan for data use that integrates the MCH priorities previously identified that can be addressed by PRAMS and will be used for program planning, program evaluation, policy development, and resource allocation.  

h) Describe how findings from PRAMS will be disseminated through various channels, including steering committee members, health policy makers, and health providers and translated into public health action.  Provide a description of existing partnerships and how findings from previous state public health practice has been disseminated.  Identify future partnerships for dissemination and translation activities. 

i) Describe a plan for reporting effective use of PRAMS data (i.e. from items g and h above) to CDC. 

4) Timetable

a) Provide a general time line of major milestones for the project period and a schedule of activities for the entire three years of the project period.

5) Budget

a) Provide a detailed budget and line-item justification of all operating expenses that is consistent with the planned activities of the project.  Address funds requested, as well as in-kind or direct support.  Indicate if funds are already committed to PRAMS and adjust the amount requested under this announcement accordingly. The budget will not be counted toward the narrative page limit.  

If you are requesting indirect costs in your budget, you must include a copy of your indirect cost rate agreement.  If your indirect cost rate is a provisional rate, the agreement should be less than 12 months old.  If submitting electronically, use a PDF version of the agreement, attach it in Grants.gov under “Other Attachments”, and title it appropriately.  
The HHS/CDC requires the PD/PI to fill in his/her eRA Commons User ID in the “PROFILE – Project Director/Principal Investigator” section, “Credential” log-in field of the “Research & Related Senior/Key Person Profile” component. The applicant organization must include its DUNS number in its Organization Profile in the eRA Commons. This DUNS number must match the DUNS number provided at CCR registration with Grants.gov. For additional information, see Registration FAQs – Important Tips -- Electronic Submission of Grant Applications. 
Research Plan Component Sections

While each section of the Research Plan component needs to be uploaded separately as a PDF attachment, applicants are encouraged to construct the Research Plan component as a single document, separating sections into distinct PDF attachments just before uploading the files. This approach will enable applicants to better monitor formatting requirements such as page limits. All attachments must be provided to HHS/CDC in PDF format, filenames must be included with no spaces or special characters, and a PDF extension must be used. Do not include any information in a header or footer of the attachments. A header will be system-generated that references the PD/PI. Page numbers for the footer will be system-generated in the complete application, with all pages sequentially numbered; therefore, do not number the pages of your attachments.  If you are applying for Category A (New), B (Existing), or C (Point in time) your research plan must not exceed 25 pages. If you are applying for an Enhanced Activity under Category B, your research plan must not exceed 15 pages in its respective application. If your research plan exceeds the page limitation, your application may be considered unresponsive and ineligible for review.
The following materials may be included in the Appendix: 
· Letters of Support

· Curriculum Vitas

· Organizational Charts

· Indirect Cost Rate Agreement

· Data Sharing Agreement

· Data Use Examples

· Charts/diagrams illustrating the Birth File Registration Process 
Up to 10 publications, manuscripts (accepted for publication), abstracts, patents, or other printed materials directly relevant to the proposed project (i.e. Data Use Examples, Birth File Registration Process, Surveys, questionnaires, data collection instruments, informed consent documents, etc.).   Do not include manuscripts submitted for publication. 
Please note the following restriction on appendix attachments: The Research Plan Appendix attachments are limited to 10 attachments. Appendices are uploaded as attachments in the PHS 398 Research Plan form, in field #18, within the electronic application package. An applicant will receive an error message if the number of appendix attachments exceeds 10, which will result in an unsuccessful submission of the application. You may include more than one publication, or other allowable appendix material, within one attachment; however, do not let your attachments exceed 10.”

Do not use the Appendix to circumvent the page limitations of the Research Plan component. An application that does not observe the relevant policies and procedures may not be considered in the review process. Applicants are reminded to review specific FOAs for any additional program-specific guidance on Appendix material and other application requirements.

Applicants should include the costs in their budget, funds to participate with CDC and other states in trainings and the biennial PRAMS National Meeting. 
Plan for Sharing Research Data 

The precise content of the data-sharing plan is outlined in Appendix 1 - PRAMS Data Sharing Agreement. The plan documents the birth certificate variables approved to be part of the PRAMS analytic research file as indicated through the agreement between CDC and the National Association for Public Health Statistics and Information Systems (NAPHSIS), a membership organization representing the state registrars and directors of vital statistics in the United States.  The applicant’s data sharing agreement must be signed by an authorized representative of the state Vital Statistics Unit and by a PRAMS representative.

All applicants must include a plan for sharing research data in their application. The HHS/CDC data sharing policy is available at http://www.cdc.gov/od/pgo/funding/ARs.htm under Additional Requirements 25 Release and Sharing of Data. All investigators responding to this funding opportunity should include a description of how final research data will be shared, or explain why data sharing is not possible. 

The reasonableness of the data sharing plan or the rationale for not sharing research data will be assessed by the reviewers. However, reviewers will not factor the proposed data sharing plan into the determination of scientific merit or the priority score. 

Sharing Research Resources 

HHS policy requires that grant award recipients make unique research resources readily available for research purposes to qualified individuals within the scientific community after publication (see the HHS Grants Policy Statement http://www.hhs.gov/grantsnet/docs/HHSGPS_107.doc.)  Investigators responding to this funding opportunity should include a plan for sharing research resources addressing how unique research resources will be shared or explain why sharing is not possible.

The adequacy of the resources sharing plan and any related data sharing plans will be considered by the HHS/CDC Program staff of the funding organization when making recommendations about funding applications. The effectiveness of the resource sharing will be evaluated as part of the administrative review of each non-competing Grant Progress Report (PHS 2590,http://grants.nih.gov/grants/funding/2590/2590.htm).  See Section VI.3. Reporting. 

The data resulting from PRAMS surveillance are made readily available for re-release by CDC via a proposal process to internal and external researchers and stakeholders without undue delays, additional restrictions or additional approval requirements for the length of the grant funding cycle. The process for requesting data is available on the PRAMS website http://www.cdc.gov/prams/.
Section V. Application Review Information


1. Criteria 

Only the review criteria described below will be considered in the review process:

2. Review and Selection Process 


Applications that are complete and responsive to this FOA will be evaluated for scientific and technical merit by an appropriate peer review group convened by Extramural Research Program Office (ERPO) and in accordance with HHS peer review procedures (http://grants1.nih.gov/grants/peer/), using the review criteria stated below.

As part of the scientific peer review, all applications will: 
· Undergo a selection process in which only those applications deemed to have the highest scientific and technical merit, will be discussed and assigned an impact/ priority score ranging from 10-99; 

· Receive a written critique; and 

· Receive a second level of review by ERPO 

Applications submitted in response to this FOA will compete for available funds with all other recommended applications submitted in response to this FOA. The following will be considered in making funding decisions: 

· Scientific merit of the proposed project as determined by peer review. 

· Availability of funds. 

· Relevance of the proposed project to program priorities. 

For Category B (Existing States), Enhanced Activity – Teen Pregnancy
· Rates of teen pregnancy and childbearing among 15-19 year old females that are higher than the national average.  In 2005, the national rate of teen pregnancy among 15-19 year old females was 70.6 per 1,000 women aged 15–19 years (Ventura et al 2009); the national  teen birth rate was 42.5 per 1,000 women aged 15-19 years (Hamilton et al 2009).
· Racial or ethnic diversity. 
For Category C (Point-in-Time), preference will be given to 
· Applicants that have not previously been funded by CDC for point-in-time surveillance.    

The mission of HHS/CDC is to promote health and quality of life by preventing and controlling disease, injury, and disability.  As part of this mission, applications submitted to theHHS/CDC for grants or cooperative agreements to public health research are evaluated for scientific and technical merit through the HHS/CDC peer review system.  
Separate Review Criteria Follow for Each of the Three Categories and for the Two Enhanced Activities.
Criteria for Category A (New States): 

Overall Impact. Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following five core review criteria, and additional review criteria (as applicable for the project proposed).  

Core Review Criteria.  Reviewers will consider each of the five review criteria below in the determination of scientific and technical merit, and give a separate score for each.  An application does not need to be strong in all categories to be judged likely to have major scientific impact.  For example, a project that by its nature is not innovative may be essential to advance a field.

Significance.  Does the project address an important problem or a critical barrier to progress in the field?  If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved?  How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
· To what extent does the applicant justify the need for this program? Do problems of poor pregnancy outcome exist? What is the severity of poor pregnancy outcomes and do they exist on a statewide basis, within high-risk sub-populations, or defined geographical areas? Can problems of poor pregnancy outcome be assessed in relation to relevant national rates, the Maternal and Child Health Bureau indicators, and the “Healthy People 2010 or 2020 Objectives”?

· What is the programmatic relevance of PRAMS data to the reproductive health and maternal and child health program priorities?

· To what extent does the applicant describe the surveillance information needed and how it may be used for health program planning, program evaluation, policy development, and resource allocation?

· To what extent has the applicant used birth certificate data or other data sources, (e.g., infant deaths, Hospital Discharge, WIC, Medicaid, or PRAMS) to identify and analyze maternal and infant health problems and evaluate programmatic activities to address these problems?

Investigator(s).  Are the PD/PIs, collaborators, and other researchers well suited to the project?  If Early Stage Investigators or New Investigators, do they have appropriate experience and training?  If established, have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?  If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
· To what extent are the roles and responsibilities for organizational units supporting PRAMS, such as MCH, vital records and data processing, documented and appear reasonable and appropriate? To what extent are the roles and responsibilities for key personnel and their expertise and experience documented and appear reasonable and appropriate? Are two full-time equivalents committed to working on PRAMS?

Innovation.  Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions?  Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense?  Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed?
Approach.  Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project?  Are potential problems, alternative strategies, and benchmarks for success presented?   If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
 If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?
· Is the operational plan adequate to carry out major project components (i.e., mail and telephone operations, data analysis, staffing plan, procedures development, and steering committee)?

· Does the proposed method appear to be appropriate and is it likely to produce adequate response (i.e.70% prior to 2007 and 65% for 2007 and beyond), from the population, including high-risk sub-populations?  Has the applicant provided evidence of previous experience, including PRAMS, with the populations?

· If data restrictions are identified related to uploading to CDC certified software, is there a plan to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT  security policies and section 508 compliance?  To what extent is the plan appropriate and achievable to allow for data collection procedures to occur in accordance with the project timeline and meet project goals?

· Does the plan for data analysis assure the following: 1. Attention to reproductive health and MCH priorities; 2. Dissemination of findings through multiple channels, to include steering committee members, health policy makers, and health providers; 3. Formation of partnerships for dissemination and translation activities; and 4. A plan for the use of the data for evaluation of MCH programmatic activities?

· Is the timetable specific, measurable, and realistic? To what extent does the timetable incorporate major PRAMS activities and milestones?

Environment.  Will the scientific environment in which the work will be done contribute to the probability of success?  Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed?  Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?
· How thorough is the state birth registration process? Is the birth certificate information computerized, edited, and available within two to four months after the date of birth?

· Does the vital records information schedule provide timely access to needed data?

· To what extent is the applicant able to link to other data sources (e.g., infant deaths, Hospital Discharge, WIC, or Medicaid)?

· Do state laws and policies support the release of vital records data for surveillance purposes?  Is the impact of these laws described as it relates to the release of birth certificate data linked to the PRAMS file to internal and external stakeholders or researchers for analytic purposes?

· Do state laws and policies support the release of minimal personal identifier information (i.e. mother’s name, date of birth, address, and phone number and infant’s name and date of birth) to a secure CDC certified software system for use by internal state PRAMS staff to contact sampled women?  If data restrictions are identified, is there a description of how PRAMS data collection operations can successfully be conducted in light of the restrictions?

· Does the applicant’s Vital Records Unit have a plan for dealing with revisions of the birth certificate?

Criteria for Category B (Existing States):

Overall Impact. Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following five core review criteria, and additional review criteria (as applicable for the project proposed).  

Core Review Criteria.  Reviewers will consider each of the five review criteria below in the determination of scientific and technical merit, and give a separate score for each.  An application does not need to be strong in all categories to be judged likely to have major scientific impact.  For example, a project that by its nature is not innovative may be essential to advance a field.

Significance.  Does the project address an important problem or a critical barrier to progress in the field?  If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved?  How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
· To what extent does the applicant justify the need for this program? Do problems of poor pregnancy outcome exist? What is the severity of poor pregnancy outcomes and do they exist on a statewide basis, within high-risk sub-populations, or defined geographical areas? Can problems of poor pregnancy outcome be assessed in relation to relevant national rates, the Maternal and Child Health Bureau indicators, and the “Healthy People 2010 or 2020 Objectives”?
· What is the programmatic relevance of PRAMS data to the reproductive health and maternal and child health program priorities?

· To what extent does the applicant describe the surveillance information needed and how it may be used for health program planning, program evaluation, policy development, and resource allocation?

· To what extent has the applicant used vital records data or other data sources, (e.g., infant deaths, Hospital Discharge, WIC, Medicaid, or PRAMS) to identify and analyze maternal and infant health problems and evaluate programmatic activities to address these problems?

Investigator(s).  Are the PD/PIs, collaborators, and other researchers well suited to the project?  If Early Stage Investigators or New Investigators, do they have appropriate experience and training?  If established, have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?  If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
· To what extent are the roles and responsibilities for organizational units supporting PRAMS, such as MCH, vital records and data processing, documented and appear reasonable and appropriate?  To what extent are the roles and responsibilities for key personnel and their expertise and experience documented and appear reasonable and appropriate?  Are two full-time equivalents committed to working on PRAMS?

Innovation.  Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions?  Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense?  Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed?
Approach.  Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project?  Are potential problems, alternative strategies, and benchmarks for success presented?   If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
 If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?
· Is the operational plan adequate to carry out major project components (i.e., mail and telephone operations, data analysis, staffing plan, procedures development, steering committee)?

· Does the plan adequately demonstrate experience with procedures for the supplemental influenza data collection activities for the 2009-2010 and 2010-2011 flu seasons, and/or intentions to carry out these activities for the 2011-2012 flu season?

· Does the proposed method appear to be appropriate and is it likely to produce adequate response (i.e. 70% prior to 2007 and 65% for 2007 and beyond) from the population, including high-risk sub-populations?  Has the applicant provided evidence of previous experience, including PRAMS, with the populations?

· If data restrictions are identified related to uploading to CDC certified software, is there a plan to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT security policies and section 508 compliance?  To what extent is the plan appropriate and achievable to allow for data collection procedures to occur in accordance with the project timeline and meet project goals? 

· Does the plan for data analysis assure the following: 1. Attention to reproductive health and MCH priorities; 2. Dissemination of findings through multiple channels, to include steering committee members, health policy makers, and health providers; 3. Formation of partnerships for dissemination and translation activities; and 4. A plan for the use of the data for evaluation of MCH programmatic activities? 

· Is the timetable specific, measurable, and realistic? To what extent does the timetable incorporate major PRAMS activities and milestones? 

Environment.  Will the scientific environment in which the work will be done contribute to the probability of success?  Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed?  Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements? 
· How thorough is the state birth registration process? Is the birth certificate information computerized, edited, and available within two to four months after the date of birth?

· Does the vital records information schedule provide timely access to needed data?

· To what extent is the applicant able to link to other data sources (e.g., infant deaths, Hospital Discharge, WIC, or Medicaid)?

· Do state laws and policies support the release of vital records data for surveillance purposes?  Is the impact of these laws described as it relates to the release of birth certificate variables linked to the PRAMS dataset to internal and external stakeholders and researchers for analytic purposes?

· Do state laws and policies support the release of minimal personal identifier information (i.e. mother’s name, date of birth, address, and phone number and infant’s name and date of birth) to a secure CDC certified software system for use by internal state PRAMS staff to contact sampled women?  If data restrictions are identified, is there a description of how PRAMS data collection operations can successfully be conducted in light of the restrictions?

· Does the applicant’s Vital Records Unit have a plan for dealing with revisions of the birth certificate?

In addition to the above review criteria, the following criteria will be addressed and considered in the determination of scientific merit and the rating.
 Surveillance Capacity
· To what extent has the applicant described the progress to date in carrying out PRAMS operational activities? Does the applicant include a discussion of any barriers that precluded complete and successful implementation of the project?

· To what extent has the program remained fully staffed with vacancies minimized? To what extent do staff contributions, roles, time, and accomplishments in support of the PRAMS program appear reasonable, appropriate, and likely to be successful?

· To what extent has the applicant maintained minimal levels of response (i.e. 70% prior to 2007 and 65% for 2007 and beyond) overall and by sub-populations?

· To what extent has available PRAMS data been analyzed and linkages been made with other data sources?

· To what extent has PRAMS data been used for health program planning, program evaluation, policy development, and resource allocation?  Have specific examples of dissemination and translation been shared and partners in these activities identified?

Criteria for Category B (Existing States) and for the Enhanced Activities – Tribal Flu Outreach:

Overall Impact. Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following five core review criteria, and additional review criteria (as applicable for the project proposed).  

Core Review Criteria.  Reviewers will consider each of the five review criteria below in the determination of scientific and technical merit, and give a separate score for each.  An application does not need to be strong in all categories to be judged likely to have major scientific impact.  For example, a project that by its nature is not innovative may be essential to advance a field.

Significance.  Does the project address an important problem or a critical barrier to progress in the field?  If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved?  How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
· To what extent does the applicant justify the need for this program?  Does the applicant describe the AI/AN population? Is the applicant’s rationale for conducting the enhanced activities appropriate?

· To what extent does the applicant describe how the enhanced activities may be used to improve outreach and collaboration with tribes and improve the amount and quality of the information available related to influenza experiences of AI/AN women?

Investigator(s).  Are the PD/PIs, collaborators, and other researchers well suited to the project?  If Early Stage Investigators or New Investigators, do they have appropriate experience and training?  If established, have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?  If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
· Does the applicant adequately describe the composition and function of the tribal steering committee?

· Does the applicant adequately describe the expertise and experience of the proposed personnel? Does their placement within the organization appear to be appropriate?

Innovation.  Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions?  Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense?  Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed? Information May be Added

· Does the applicant propose novel approaches or methodologies to improve programs and strengthen tribal/PRAMS collaboration?
· Does the applicant propose integration of collaborative strategies shown to be culturally appropriate and effective to establish and strengthen partnerships between state PRAMS projects and tribes or tribal organizations?  
Approach.  Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project?  Are potential problems, alternative strategies, and benchmarks for success presented?   If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?
· Is the operational plan adequate to carry out major project components (i.e., staffing, data analysis, data dissemination and translation, and steering committee)?

· Does the plan for obtaining resources and expertise to carry out the enhanced activities appear detailed and appropriate?

· Does the applicant describe special features of the enhanced activities? To what extent do the enhanced activities appear to interface smoothly with the core PRAMS activities?

· To what extent does the plan for data analysis integrate influenza experiences of AI/AN women in the state?

· To what extent will findings from analyses be disseminated through various channels and translated into public health action?

· Is the timetable specific, measurable, and realistic? To what extent does the timetable incorporate major PRAMS activities and milestones?

Environment.  Will the scientific environment in which the work will be done contribute to the probability of success?  Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed?  Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?
Criteria for Category B (Existing States) and for the Enhanced Activities – Teen Pregnancy:
Overall Impact. Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following five core review criteria, and additional review criteria (as applicable for the project proposed).  

Core Review Criteria.  Reviewers will consider each of the five review criteria below in the determination of scientific and technical merit, and give a separate score for each.  An application does not need to be strong in all categories to be judged likely to have major scientific impact.  For example, a project that by its nature is not innovative may be essential to advance a field.

Significance.  Does the project address an important problem or a critical barrier to progress in the field?  If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved?  How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
· What is the programmatic relevance of the PRAMS data on teen childbearing to the maternal and child health program priorities? 

· To what extent does the applicant describe how the data on teen pregnancy and childbearing may be used for health program planning, policy development, and resource allocation? 

Investigator(s).  Are the PD/PIs, collaborators, and other researchers well suited to the project?  If Early Stage Investigators or New Investigators, do they have appropriate experience and training?  If established, have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?  If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
· To what extent do staff contributions, roles, time, and accomplishments in support of the PRAMS program appear reasonable and appropriate? Are the staff roles clearly defined?  As described, will the staff be sufficient to accomplish the enhanced data collection goals?

Innovation.  Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions?  Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense?  Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed?
· Does the applicant propose methods to improve data collection and research on the vulnerable population of teen mothers?

Approach.  Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project?  Are potential problems, alternative strategies, and benchmarks for success presented?   If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?
· To what extent does the applicant address planned procedures for oversampling the population of teen mothers?  If applicant plans to implement new questions, to what extent are the procedures for development and implementation of additional questions described?  To what extent does applicant describe how challenges (e.g., any necessary IRB approvals, response rate goals, etc.) will be approached? 

· To what extent are data collection techniques and/or outreach activities described that will ensure adequate response rates (65%) among teen mothers?

· Does the plan for data dissemination assure dissemination of findings through multiple channels, to include the steering committee members, health policy makers, and health providers? 
· Is the timetable specific, measurable, and realistic? To what extent does the timetable incorporate major PRAMS supplemental data collection activities and milestones? 
Environment.  Will the scientific environment in which the work will be done contribute to the probability of success?  Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed?  Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?
· To what extent does the applicant document system capacity and readiness to support the oversample of the teen population?

Criteria for Category C (Point-in-time Surveillance):

Overall Impact. Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following five core review criteria, and additional review criteria (as applicable for the project proposed).  

Core Review Criteria.  Reviewers will consider each of the five review criteria below in the determination of scientific and technical merit, and give a separate score for each.  An application does not need to be strong in all categories to be judged likely to have major scientific impact.  For example, a project that by its nature is not innovative may be essential to advance a field.

Significance.  Does the project address an important problem or a critical barrier to progress in the field?  If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved?  How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
· To what extent does the applicant justify the need for this program? Do problems of poor pregnancy outcome exist? What is the severity of poor pregnancy outcomes and do they exist on a statewide basis, within high-risk sub-populations, or defined geographical areas? Can problems of poor pregnancy outcome be assessed in relation to relevant national rates, the Maternal and Child Health Bureau indicators, and the “Healthy People 2010 or 2020 Objectives”?

· What is the programmatic relevance of PRAMS data to the reproductive health and maternal and child health program priorities?

· To what extent does the applicant describe the surveillance information needed and how it may be used for health program planning, program evaluation, policy development, and resource allocation?

· To what extent has the applicant used vital records data or other data sources, (e.g., infant deaths, Hospital Discharge, WIC, Medicaid, or PRAMS) to identify maternal and infant health problems and evaluate programmatic activities to address these problems?

· To what extent does the applicant justify a point-in-time survey methodology? Is the applicant’s justification based on a small birth population (<20,000 births annually), lack of electronic birth records, or inadequate resources to maintain ongoing surveillance?

Investigator(s).  Are the PD/PIs, collaborators, and other researchers well suited to the project?  If Early Stage Investigators or New Investigators, do they have appropriate experience and training?  If established, have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?  If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
· To what extent are the roles and responsibilities for organizational units supporting PRAMS, such as MCH, vital records and data processing, documented and appear reasonable and appropriate? To what extent are the roles and responsibilities for key personnel and their expertise and experience documented and appear reasonable and appropriate?  Are sufficient staff committed to working on PRAMS?

Innovation.  Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions?  Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense?  Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed?
Approach.  Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project?  Are potential problems, alternative strategies, and benchmarks for success presented?   If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
 If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?
· Is the operational plan adequate to carry out major project components (i.e., mail and telephone operations, data analysis, staffing plan, procedures development, and advisory committee)?

· Does the proposed method appear to be appropriate and is it likely to produce adequate response (i.e.70% prior to 2007 and 65% for 2007 and beyond), from the population?  Has the applicant provided evidence of previous experience, including PRAMS, with the populations?

· If data restrictions are identified related to uploading to CDC certified software, is there a plan to obtain, manage and maintain a data collection software system that complies with the CDC system data architecture and design standard requirements, and complies with HHS/CDC IT security policies and section 508 compliance?  To what extent is the plan appropriate and achievable to allow for data collection procedures to occur in accordance with the project timeline?

· Does the plan for data analysis assure the following: 1. Attention to reproductive health and MCH priorities; 2. Dissemination of findings through multiple channels, to include steering committee members, health policy makers, and health providers; 3. Formation of partnerships for dissemination and translation activities; and 4. A plan for the use of the data for evaluation of MCH programmatic activities?

· Is the timetable specific, measurable, and realistic? To what extent does the timetable incorporate major PRAMS activities and milestones?

Environment.  Will the scientific environment in which the work will be done contribute to the probability of success?  Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed?  Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?
· Does the applicant thoroughly document the state birth registration process? Is the birth certificate information cleaned, edited, and available within two to four months after the date of birth?

· Do state laws and policies support the release of vital records data for surveillance purposes?  Is the impact of these laws described as it relates to the release of birth certificate variables that are linked to the PRAMS dataset to internal and external stakeholders and researcher for analytic purposes?

Additional Review Criteria.  As applicable for the project proposed, reviewers will consider the following additional items in the determination of scientific and technical merit, but will not give separate scores for these items.

Protections for Human Subjects. The involvement of human subjects and protections from research risk relating to their participation in the proposed research will be assessed.  See the “Human Subjects Sections” of the PHS398 Research Plan component of the SF424 (R&R). 

For research that involves human subjects  and meets the criteria for one or more of the six categories of research that are exempt under 45 CFR Part 46, the committee will evaluate: 1) the justification for the exemption, 2) human subjects involvement and characteristics, and 3) sources of materials. Additional HHS/CDC Requirements under AR-1 Human Subjects Requirements are available on the Internet at the following address:    MACROBUTTON HtmlResAnchor http://www.cdc.gov/od/pgo/funding/ARs.htm
.
Inclusion of Women and Minorities.  When the proposed project involves human subjects research or a clinical investigation, the committee will evaluate the proposed plans for inclusion of minorities and members of both genders. Please see http://www.cdc.gov/OD/foia/policies/inclusio.htm for more information. 

Does the application adequately address the HHS/CDC Policy requirements regarding the inclusion of women, ethnic, and racial groups in the proposed research?  This includes: (1) The proposed plan for the inclusion of both sexes and racial and ethnic minority populations for appropriate representation; (2) The proposed justification when representation is limited or absent; (3) A statement as to whether the design of the study is adequate to measure differences when warranted; and (4) A statement as to whether the plans for recruitment and outreach for study participants include the process of establishing partnerships with community(ies) and recognition of mutual benefits (see Section 2, item 9 Inclusion or Women and Minorities of the Research Plan component of the SF424 (R&R).
Vertebrate Animals.  The committee will evaluate the involvement of live vertebrate animals as part of the scientific assessment according to the following five points: 1) proposed use of the animals, and species, strains, ages, sex, and numbers to be used; 2) justifications for the use of animals and for the appropriateness of the species and numbers proposed; 3) adequacy of veterinary care; 4) procedures for limiting discomfort, distress, pain and injury to that which is unavoidable in the conduct of scientifically sound research including the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices; and 5) methods of euthanasia and reason for selection if not consistent with the AVMA Guidelines on Euthanasia.

Biohazards.  Reviewers will assess whether materials or procedures proposed are potentially hazardous to research personnel and/or the environment, and if needed, determine whether adequate protection is proposed.

Additional Review Considerations.  As applicable for the project proposed, reviewers will address each of the following items, but will not give scores for these items and should not consider them in providing an overall impact/priority score.

Budget and Period Support.  Reviewers will consider whether the budget and the requested period of support are fully justified and reasonable in relation to the proposed research. 

Select Agent Research. Reviewers will assess the information provided in this section of the application, including 1) the Select Agent(s) to be used in the proposed research, 2) the registration status of all entities where Select Agent(s) will be used, 3) the procedures that will be used to monitor possession use and transfer of Select Agent(s), and 4) plans for appropriate biosafety, biocontainment, and security of the Select Agent(s).

Resource and Data Sharing Plans. HHS/CDC policy requires that recipients of grant awards make unique research resources and data readily available for research purposes to qualified individuals within the scientific community after publication.  Please see: http://www.cdc.gov/od/foia/policies/sharing.htm. Investigators responding to this funding opportunity should include a plan on sharing research resources and data.

Program staff will be responsible for the administrative review of the plan for sharing research resources and data. 

The adequacy of the resources and data sharing plan will be considered by Program staff of the funding organization when making recommendations about funding applications. The effectiveness of the resource sharing will be evaluated as part of the administrative review of each non-competing Grant Progress Report (HHS/PHS 2590    MACROBUTTON HtmlResAnchor http://grants.nih.gov/grants/funding/2590/2590.htm
). See Section VI.3. Reporting.

3. Anticipated Announcement and Award Dates 

It is anticipated that the awards will be announced April 15, 2011 by the CDC Procurement and Grants Office 


Section VI. Award Administration Information


1. Award Notices 

After the peer review of the application is completed, the applicant organization will receive a written critique called a “Summary Statement.”  The applicant organization and the PD/PI will be able to access the Summary Statement via the eRA Commons.


HHS/CDC will contact those applicants under consideration for funding for additional information.

A formal notification in the form of a Notice of Award (NoA) will be provided to the applicant organization.  The NoA signed by the Grants Management Officer (GMO) is the authorizing document.  HHS/CDC will mail and/or e-mail this document to the recipient fiscal officer identified in the application.  

Selection of the application for award is not an authorization to begin performance.  Any cost incurred before receipt of the NoA is at the recipient’s risk.  These costs may be reimbursed only to the extent considered allowable pre-award costs.  See also Section IV.5. Funding Restrictions.


2. Administrative and National Policy Requirements

The Code of Federal Regulations 45 CFR Part 74 and Part 92 have details about  requirements.  For more information on the Code of Federal Regulations, see the National Archives and Records Administration at the following Internet address: http://www.access.gpo.gov/nara/cfr/cfr-table-search.html. Additional requirements are available Section VIII. Other Information of this document or on the HHS/CDC website at the following Internet address: http://www.cdc.gov/od/pgo/funding/ARs.htm. These will be incorporated into the NoA by reference.
 

The following terms and conditions will be incorporated into the NoA and will be provided to the appropriate institutional official and a courteous copy to the PD/PI at the time of award. 


2.A. Cooperative Agreement 

The following terms of award are in addition to, and not in lieu of, otherwise applicable Office of Management and Budget (OMB) administrative guidelines, HHS grant administration regulations at 45 CFR Parts 74 and 92 (Part 92 is applicable when State and local Governments are eligible to apply), and other HHS/CDC grant administration policies.

The administrative and funding instrument used for this program will be the cooperative agreement U01 an "assistance" instrument (rather than an "acquisition" instrument), in which substantial HHS/CDC programmatic involvement with the awardees is anticipated during the performance of the activities. Under the cooperative agreement, the HHS/CDC purpose is to support and stimulate the recipients' activities by involvement in and otherwise working jointly with the award recipients in a partnership role; it is not to assume direction, prime responsibility, or a dominant role in the activities. Consistent with this concept, the dominant role and prime responsibility resides with the awardees for the project as a whole, although specific tasks and activities may be shared among the awardees and the HHS/CDC may share specific tasks and activities, as defined above. 

2.A.1. Recipient Rights and Responsibilities

The Recipient will have the primary responsibility for the following:

Category A (New States):

1) Adopt the standard PRAMS written procedures.
2) Identify appropriate staff dedicated to overall coordination and operations of PRAMS.  It is highly recommended that staff dedicated to PRAMS are housed together and supervised by the same entity.

3) Form a state-level steering committee consisting of representatives from the organizational units housing and collaborating on PRAMS, as well as other public and private health community representatives.  The committee should provide guidance to promote the use of PRAMS findings for program development and evaluation.

4) Assure active cooperation and collaboration among participating organizational units such as MCH, Vital Records, and Data Processing units.

5) Design a state-wide PRAMS program that assures access to needed vital record information. Timely access to birth certificates is essential.

6) Use the CDC certified software system for data collection and operational components of the project. 

7) Prepare state-specific questions including the rationale and relevance for evaluation of programmatic activities.

8) Collaborate with CDC and other participating states to revise the common questions at agreed-upon intervals in order to evaluate state MCH programs and priorities.

9) Train interviewers to conduct telephone interviewing using the CDC certified software and standard PRAMS procedures.

10) Monitor, at least monthly, the quality of data collected and its management (through verification and interviewer monitoring efforts).  Collaborate with CDC to promptly respond to recommendations for the improvement of procedures.

11) Develop and implement a written analysis plan to reflect the evaluation of programmatic activities, including potential partners and collaborators in and outside of the health departments.  Update the analysis plan annually to reflect how the data will be used to inform or change public health practice (e.g. prenatal smoking cessation programs, Back to Sleep Campaigns to reduce SIDS).

12) Provide assurance that the vital records data linked to the PRAMS analytic data set are available in a timely fashion for re-release by the state or CDC to internal or external researchers and stakeholders via a proposal process.

13) Provide assurance that PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to researchers via a proposal process.

14) Develop strategies to interact and share states’ findings with health departments, professional societies, voluntary agencies, universities, Tribal Epidemiology Centers (TECs), other PRAMS states, and other interested individuals and organizations.

15) Document and share examples of dissemination products and examples of how the data have been used to affect programs.

16) Participate with CDC and other states in trainings, workshops, meetings, and coordinating committees at least once per year.

17) Participate in the biennial PRAMS National Meeting.

Category B (Existing States):

1) Review state operational procedures to assure concordance with standard PRAMS written procedures.  Adapt the state-specific portions of the written procedures to meet state needs. Promptly (within 5 business days) respond to CDC in the event that discrepancies in operational procedures are identified.

2) Maintain PRAMS program collaboration with vital records department that assures timely access to needed vital records information. Timely access to birth certificates is essential.

3) Assure active cooperation and collaboration among the participating organizational units such as MCH, Vital Records, and Data Processing units.

4) Assure appropriate staff dedicated to overall coordination and operations of PRAMS.  It is highly recommended that staff dedicated to PRAMS are housed together and supervised by the same entity.  Also, specify a person in Vital Records indicating the percentage of their time dedicated to PRAMS.

5) Use the CDC certified software system for data collection and operational components of the project.

6) Train interviewers to conduct telephone interviewing using the CDC certified software and standard PRAMS procedures.

7) Monitor, at least monthly, the quality of data collected and its management (through verification and interviewer monitoring efforts).  Collaborate with CDC to promptly respond to recommendations from operational evaluations for the improvement of procedures.

8) Prepare state-specific questions including the rationale and relevance for evaluation of programmatic activities.

9) Collaborate with CDC and other participating states to revise the common questions at agreed-upon intervals in order to evaluate state MCH programs and priorities.

10) Maintain a state-level steering committee consisting of representatives from organizational units housing and collaborating on PRAMS, as well as other public and private health community representatives.  The committee should provide guidance to promote the use of PRAMS findings for program development and evaluation.  At a minimum, this group will meet once per year.

11) Develop and implement a written analysis plan to reflect the evaluation of programmatic activities, including potential partners and collaborators in and outside of the health departments.  Update the analysis plan annually to reflect how the data will be used to inform or change public health practice (e.g. Back to Sleep Campaigns to reduce SIDS). 

12) Provide assurance that the vital records data linked to the PRAMS analytic dataset are available in a timely fashion for re-release by the state or CDC to internal and external researchers and stakeholders via a proposal process.

13) Provide assurance that PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to internal and external researchers and stakeholders via a proposal process.

14) Develop strategies to interact and share states’ findings with health departments, professional societies, voluntary agencies, universities, Tribal Epidemiology Centers (TECs), other PRAMS states, and other interested individuals and organizations.

15) Document and share examples of dissemination products and examples of how the data have been used to affect programs with CDC, as well as internal and external stakeholders.

16) Participate with CDC and other states in trainings, workshops, meetings, and coordinating committees at least once per year. 

17) Participate in the biennial PRAMS National Meeting.

a) Enhanced Activities - Tribal Flu Outreach:
i) Examine access to H1N1 vaccination, experience with febrile illnesses, influenza diagnoses and hospitalizations during pregnancy among American Indian/Alaska Native (AI/AN) mothers using data from PRAMS H1N1 and seasonal influenza survey or other data source (BRFSS, IHS, etc.).

ii) Establish a PRAMS tribal steering committee comprised of tribal health leaders, representatives from the area Tribal Epidemiology Center, and representatives from state health department including the PRAMS program, maternal and child health unit, and the immunization program. 

iii) Analyze 2009/2010 H1N1 and seasonal influenza data and provide reports about perceptions and experiences of AI/AN mothers around the time of pregnancy to the PRAMS tribal steering committee.

iv) Present findings to each tribal health board within the state to inform individual tribes of findings in order to make program improvements and strengthen tribal/PRAMS collaboration.

v) Present findings to state immunization programs, preparedness programs and maternal and child health programs in order to make program improvements and strengthen state/tribal collaboration.

vi) Collaborate with PRAMS tribal steering committee and Tribal Health Boards to identify and implement measures to improve AI/AN PRAMS response rates to 65% or greater for future influenza and maternal and child health data collection efforts. 

vii) Evaluate AI/AN PRAMS response rates and summarize survey findings for the 2010-2012 survey years and report findings to PRAMS tribal steering committee and CDC, including barriers to and facilitators of access to influenza immunization and treatment.
viii) Participate in the biennial PRAMS National Meeting.

b) Enhanced Activities – Teen Pregnancy:
i) Design a plan to oversample women 15-19 years of age who give birth

ii) Implement revised sampling plan to capture experiences of adolescent women 15-19 years of age giving birth for 3 years from  2011-2013

iii) Identify supplemental questions for the PRAMS survey to capture experiences unique to adolescent pregnancy and childbearing

iv) Develop an analysis and data dissemination plan in which key stakeholders for this issue are identified and invited to provide feedback 

v) Implement analysis plan

vi) Make findings about adolescent women who recently had a live birth available in a timely manner by disseminating data and analysis results via internet, newsletter, report or other means to key stakeholders.
vii) Participate in the biennial PRAMS National Meeting.

Category C (Point-in-time Surveillance):

1) Adopt the standard PRAMS written procedures for conducting a point-in-time (i.e. a one time, one birth year) surveillance project.

2) Identify appropriate staff dedicated to overall coordination and implementation of PRAMS, analytic staff, and support staff for the actual survey period. Also, specify a person in Vital Records indicating the percentage of their time dedicated to PRAMS. 

3) Form a state-level steering committee consisting of representatives from the organizational units collaborating on PRAMS, as well as other public and private health community representatives.  The committee should provide guidance to promote the use of PRAMS findings for program development and evaluation.  At a minimum, this group will meet once per year.

4) Assure active cooperation and collaboration for all recipient areas among the participating organizational units such as MCH, Vital Records, and Data Processing units.

5) Design a state-wide PRAMS survey that assures access to needed vital records information. Timely access to birth certificates is essential.

6) Use the CDC certified software system for data collection and operational components of the project.

7) Prepare state-specific questions including the rationale and relevance for evaluation of programmatic activities.

8) Train interviewers to conduct telephone interviewing using CDC certified software and standard PRAMS procedures.

9) Monitor, at least monthly, the quality of data collected and its management (through verification and interviewer monitoring efforts).  Collaborate with CDC to promptly respond to recommendations for the improvement of procedures.

10) Develop and implement a written analysis plan to reflect the evaluation of programmatic activities, including potential partners and collaborators in and outside of the health departments.  Ensure that analysis plan reflects how the data will be used to inform or change public health practice (e.g. Back to Sleep Campaigns to reduce SIDS, prenatal smoking cessation programs).

11) Provide assurance that the vital records data linked to the PRAMS analytic data set are available in a timely fashion for re-release by the state or CDC to internal or external researchers and stakeholders via a proposal process.

12) Provide assurance that PRAMS questionnaire and operational variables are available to CDC without restriction, and CDC may distribute these variables to researchers via a proposal process.

13) Develop strategies to interact and share states’ findings with health departments, professional societies, voluntary agencies, universities, Tribal Epidemiology Centers (TECs), other PRAMS states, and other interested individuals and organizations.

14) Document and share examples of dissemination products and examples of how the data have been used to affect programs.

15) Participate with CDC and other states in trainings, workshops, meetings, and coordinating committees at least once per year. 

16) Participate in the biennial PRAMS National Meeting.

17) Obtain and maintain the appropriate Institutional Review Board approvals for all institutions or individuals participating in research involving human subjects.
Recipient Organization will retain custody of and have primary rights to the information, data and software developed under this award, subject to U.S. Government rights of access consistent with current HHS/CDC policies. 

2.A.2. HHS/CDC Responsibilities 


An HHS/CDC Project Scientist will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards, as described below:

There are two separate CDC scientific roles – Scientific Collaborator (SC) and Scientific Program Official (SPO). 

In this cooperative agreement, a NCCDPHP SC is an equal partner with scientific and substantial programmatic involvement during the conduct of the project through technical assistance, advice, and coordination.  The SC will have specific responsibilities for each of the three category areas:
Category A (New States):

1) Provide model procedures and assist with development of state-specific written procedures.  Conduct periodic review of written procedures and provide recommendations for improvement if needed.

2) Provide CDC certified software system for use in data collection procedures and monitoring of PRAMS operational data. 

3) Provide training, operations management and ongoing technical support for CDC supported software.

4) Assist with the specification of variable descriptions and format layouts of all data files.

5) Assist with the development of computer programs for sampling and analysis.

6) Provide technical assistance to resolve problems in data collection procedures.  Conduct regular operational evaluations and provide recommendations for improvements if needed.

7) Provide technical assistance for data editing.

8) Assist the recipient agencies with development and revisions of state-specific and the common questions at agreed-upon intervals in order to evaluate state MCH programs and priorities.

9) Provide recipients with epidemiological technical assistance. 

10) Conduct the statistical weighting and create annual data sets for recipient agencies. 

11) Assist recipient agency staff in obtaining training in software to analyze PRAMS data. 

12) Provide web-based analysis and query systems for wider access to PRAMS data.

13) Facilitate the dissemination of weighted analytic datasets to researchers via a proposal process.

14) Facilitate dissemination and translation of findings for use in development and evaluation of MCH programs.

15) Participate with recipient agencies in workshops, trainings, meetings, and coordinating committees to exchange information among states.

16) Coordinate and participate in the biennial PRAMS National Meeting.

17) Establish and maintain a PRAMS Coordinating Committee comprised of CDC Project Scientists and recipients to promote exchange of information and best practices for program development and evaluation. 

Category B (Existing States):

1) Provide model procedures and assist with development of state-specific written procedures.  Conduct periodic review of written procedures and provide recommendations for improvement if needed.

2) Provide CDC certified software system for use in data collection procedures and monitoring of PRAMS operational data. 

3) Provide training, operations management and ongoing technical support for CDC supported software.

4) Assist with the specification of variable descriptions and format layouts of all data files.

5) Assist with the development of computer programs for sampling and analysis.

6) Provide technical assistance to resolve problems in data collection procedures.  Conduct regular operational evaluations and provide recommendations for improvements if needed.

7) Provide technical assistance for data editing.

8) Assist the recipient agencies with development and revisions of state-specific and the common questions at agreed-upon intervals in order to evaluate state MCH programs and priorities.

9) Provide recipients with epidemiological technical assistance. 

10) Conduct the statistical weighting and create annual data sets for recipient agencies. 

11) Assist recipient agency staff in obtaining training in software to analyze PRAMS data. 

12) Provide web-based analysis and query systems for wider access to PRAMS data.

13) Facilitate the dissemination of weighted analytic datasets to researchers via a proposal process.

14) Facilitate dissemination and translation of findings for use in development and evaluation of MCH programs.

15) Participate with recipient agencies in workshops, trainings, meetings, and coordinating committees to exchange information among states.

16) Coordinate and participate in the biennial PRAMS National Meeting.

17) Establish and maintain a PRAMS Coordinating Committee comprised of CDC Project Scientists and recipients to promote exchange of information and best practices for program development and evaluation. 

Enhanced Activities – Tribal Flu Outreach:

1) Facilitate engagement between state health department PRAMS program and tribal partners to improve the amount and quality of influenza information available about AI/AN mothers and infants.

2) Provide recipients with epidemiologic technical assistance including identifying relevant data sources, developing descriptive analyses and preparing influenza surveillance reports focused on AI/AN mothers and infants.

3) Facilitate dissemination and translation of findings for use in development and evaluation of MCH programs affecting AI/AN women and children. 

4) Organize on-going opportunities for exchange of information on challenges and best practices in establishing state PRAMS tribal coalitions.

5) Participate with recipient agencies in workshops, trainings, meetings, and coordinating committees to exchange information among states and tribes and tribal organizations, provide a forum for presenting findings and lessons learned at the biennial PRAMS National Meeting.

Enhanced Activities – Teen Pregnancy:

1) Provide statistical guidance on development and implementation of sampling plan.

2) Provide epidemiologic technical assistance including guidance on question development and testing, and development of analysis and dissemination plans.

3) Conduct statistical weighting and create annual weighted analysis datasets.

4) Provide web-based data analysis and query system for wider access to PRAMS data.

5) Facilitate dissemination and translation of findings for use in development and evaluation of MCH programs

Category C (Point-in-time Surveillance):

1) Provide model procedures and assist with development of state-specific written procedures.  Conduct periodic review of written procedures and provide recommendations for improvement if needed.

2) Provide CDC certified software system for use in data collection procedures and monitoring of PRAMS operational data.

3) Provide training, operations management and ongoing technical support for CDC supported software.

4) Assist with the specification of variable descriptions and format layouts of all data files.

5) Assist with the development of computer programs for sampling and analysis.

6) Provide technical assistance to resolve problems in data collection procedures.  Conduct regular operational evaluations and provide recommendations for improvements if needed.

7) Provide technical assistance for data editing.

8) Assist the recipient agencies with development of state-specific questions.

9) Provide recipients with epidemiological technical assistance.

10) Conduct the statistical weighting and create final data set for recipient agencies.

11) Assist recipient agency staff in obtaining training in software to analyze PRAMS data.  

12) Provide web-based analysis and query systems for wider access to PRAMS data.

13) Facilitate the dissemination of weighted analytic datasets to researchers via a proposal process.

14) Facilitate dissemination and translation of findings for use in development and evaluation of MCH programs.

15) Participate with recipient agencies in workshops, trainings, meetings, and coordinating committees to exchange information among states.

16) Coordinate and participate in the biennial PRAMS National Meeting.

17) Establish and maintain a PRAMS Coordinating Committee comprised of CDC Project Scientists and recipients to promote exchange of information and best practices for program development and evaluation.

18) Obtain and maintain Institutional Review Board approvals as required by CDC when CDC is engaged in research involving human subjects. 

An HHS/CDC ERPO SPO will be named in the NGA as the Program Official to provide overall scientific and programmatic stewardship of the award.  The SPO will serve as the primary point of contact on official award-related activities; including an annual review of the grantee’s performance as part of the request for continuation application; and approving requests for changes in scope, objectives, and or budget that deviate from the approved peer-reviewed application.   

Additionally, an HHS/CDC NCCDPHP Project Officer or other HHS/CDC staff will provide day-to-day programmatic, administrative, and fiscal management in support of the project as defined above.  


2.A.3. Collaborative Responsibilities 

The Recipient and HHS/CDC Project Scientists will have joint responsibilities.

The PRAMS Coordinating Committee (CC) is comprised of CDC Project Scientists and the State Working Group (SWG). The SWG has been established to help with project planning and to promote exchange of information and best practices for program development and evaluation. CDC Project Scientists and recipients meet to discuss a variety of programmatic, operational and methodologic subjects.  Topics include questionnaire revision, national meeting, training activities, software issues, alternative data collections methods, and others. The SWG consists of a primary and secondary representative from 7 defined regions. Primary representatives actively participate in calls and serve as the liaison between the SWG and the states in their assigned region as needed (i.e. take the lead in conveying or gathering information).  Secondary representatives participate in calls and backs up the primary representatives as needed. Representation rotates each year so that secondary representatives become primary representatives and each state in the region has an opportunity to participate during the grant cycle. The SWG meets monthly by phone. The frequency of the meetings is subject to change depending on the operational and methodologic issues underway. 
Recipients and CDC Project Scientists are expected to participate in the following:

1) Routine conference calls to discuss operational and analytic activities at the state-level  

2) All state calls to discuss emerging issues that affect all recipients 

3) In-person biennial grantee meetings.


3. Reporting 

Add Information Here


Recipient Organization must provide HHS/CDC with an original, plus two hard copies of the following reports:

1. Non-Competing Grant Progress Report, (use form PHS 2590, posted on the HHS/CDC website, http://www.cdc.gov/od/pgo/funding/forms.htm and at http://grants.nih.gov/grants/funding/2590/2590.htm), no less than 120 days prior to the end of the current budget period. The progress report will serve as the non-competing continuation application. 
2. Documentation of 2 or more examples of uses of PRAMS data to develop or modify policies or programs that address maternal and infant health (use PRAMS Data to Action template to be provided by CDC PRAMS), no less than 120 days prior to the end of the current budget period. This documentation will be required starting with year 2 of the grant. 
3. Financial status report, no more than 90 days after the end of the budget period.

4. Final financial and performance reports, no more than 90 days after the end of the project period.
Recipient Organization must forward these reports by the U.S. Postal Service or express delivery to the Grants Management Specialist listed in the “Agency Contacts” section of this FOA.

Although the financial plans of the HHS/CDC CIO(s) provide support for this program, awards pursuant to this funding opportunity are contingent upon the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports) and the determination that continued funding is in the best interest of the Federal government.

Section VII. Agency Contacts 


HHS/CDC encourages your inquiries concerning this FOA and welcomes the opportunity to answer questions from potential applicants. Inquiries can fall into three areas: scientific/research, peer review, and financial or grants management issues: 

1. Scientific/Research Contacts: 

Michael A. Brown, MPH

Extramural Research Program Office

National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services 

4770 Buford Hwy, N.E., M/S K-92

Atlanta, GA 30341 

Telephone: (770) 488-5118 

Fax: (770) 488-8046 

Email: mab5@cdc.gov

2. Peer Review Contacts: 


External Research Program Office 

National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention 

U.S. Department of Health and Human Services

4770 Buford Highway, N.E., M/S K-92

Atlanta, GA 30341

Telephone: (770) 488-8390 

3. Financial or Grants Management Contacts: 


Cynthia Thompson, Grants Management Specialist 
Procurement and Grants Office 
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services
Colgate Building, Room 3705 
2920 Brandywine Road 
Atlanta, GA 30341 
Telephone: (770) 488-2714
Fax: (770) 488-2777
Email:CThompson@cdc.gov 

4. General Questions Contacts: 

Technical Information Management Section

CDC Procurement and Grants Office

U.S. Department of Health and Human Services

2920 Brandywine Road

Atlanta, GA  30341

Telephone:  770-488-2700

Email: PGOTIM@cdc.gov
Section VIII. Other Information


Required Federal Citations 

Human Subjects Protection
Federal regulations (45 CFR Part 46) require that applications and proposals involving human subjects must be evaluated with reference to the risks to the subjects, the adequacy of protection against these risks, the potential benefits of the research to the subjects and others, and the importance of the knowledge gained or to be gained (http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm).   Additional HHS/CDC Requirements under AR-1 Human Subjects Requirements can be found on the Internet at the following address:  http://www.cdc.gov/od/pgo/funding/ARs.htm.

Requirements for Inclusion of Women and Racial and Ethnic Minorities in Research

It is the policy of the Centers for Disease Control and Prevention (CDC) and the Agency for Toxic Substances and Disease Registry (ATSDR) to ensure that individuals of both sexes and the various racial and ethnic groups will be included in CDC/ATSDR-supported research projects involving human subjects, whenever feasible and appropriate. Racial and ethnic groups are those defined in OMB Directive No. 15 and include American Indian or Alaska Native, Asian, Black or African American, Hispanic or Latino, Native Hawaiian or Other Pacific Islander. Applicants shall ensure that women, racial and ethnic minority populations are appropriately represented in applications for research involving human subjects. Where clear and compelling rationale exist that inclusion is inappropriate or not feasible, this situation must be explained as part of the application. This policy does not apply to research studies when the investigator cannot control the race, ethnicity, and/or sex of subjects. Further guidance to this policy is contained in the Federal Register, Vol. 60, No. 179, pages 47947-47951, and dated Friday, September 15, 1995.

Executive Order 12372 Review

Applications are subject to Intergovernmental Review of Federal Programs, as governed by Executive Order (E.O.) 12372. The order sets up a system for State and local governmental review of proposed Federal assistance applications. Applicants should contact their State single point of contact (SPOC) as early as possible to alert the SPOC to prospective applications and to receive instructions on the State process. For proposed projects serving more than one State, the applicant is advised to contact the SPOC for each State affected. 

Click on the following link to get the current SPOC list

 http://www.whitehouse.gov/omb/grants/spoc.html
Indian tribes must request tribal government review of their applications.

Specs or tribal governments that have recommendations about an application submitted to HHS/CDC should send them, in a document bearing the program announcement number, no more than 60 days after the application deadline date, to:

Add GMS Name Here, Grants Management Specialist
Procurement and Grants Office
Announcement Number RFA- DP11-001
Centers for Disease Control and Prevention (CDC) 
2920 Brandywine Road
Atlanta, Georgia 30341-4146 

HHS/CDC does not guarantee to accept or justify its non-acceptance of recommendations that are received more than 60 days after the application deadline.


Public Health System Reporting Requirements

This program is subject to the Public Health System Reporting Requirements. Under these requirements, all community-based non-governmental organizations submitting health services applications must prepare and submit the items identified below to the head of the appropriate State and/or local health agency(s) in the program area(s) that may be impacted by the proposed project no later than the application deadline date of the Federal application. The appropriate State and/or local health agency is determined by the applicant. The following information must be provided:

A. A copy of the face page of the application (SF 424). 

B. A summary of the project that should be titled "Public Health System Impact Statement" (PHSIS), not exceed one page, and include the following:

1. A description of the population to be served.

2. A summary of the services to be provided.

3. A description of the coordination plans with the appropriate state and/or local health agencies.

If the State and/or local health official should desire a copy of the entire application, it may be obtained from the State Single Point of Contact (SPOC) or directly from the applicant.

Paperwork Reduction Act Requirements

Under the Paperwork Reduction Act, projects that involve the collection of information from 10 or more individuals and funded by a grant or a cooperative agreement will be subject to review and approval by the Office of Management and Budget (OMB).

Smoke-Free Workplace Requirements

HHS/CDC strongly encourages all recipients to provide a smoke-free workplace and to promote abstinence from all tobacco products. Public Law 103-227, the Pro-Children Act of 1994, prohibits smoking in certain facilities that receive Federal funds in which education, library, day care, health care, or early childhood development services are provided to children.

  

Healthy People 2010

The Public Health Service (PHS) is committed to achieving the health promotion and disease prevention objectives of "Healthy People 2010," a PHS-led national activity for setting priority areas. This FOA is related to one or more of the priority areas. Potential applicants may obtain a copy of "Healthy People 2010" at www.healthypeople.gov

Lobbying Restrictions

Applicants should be aware of restrictions on the use of HHS funds for lobbying of Federal or State legislative bodies. Under the provisions of 31 U.S.C. Section 1352, recipients (and their sub-tier contractors) are prohibited from using appropriated Federal funds (other than profits from a Federal contract) for lobbying congress or any Federal agency in connection with the award of a particular contract, grant, cooperative agreement, or loan. This includes grants/cooperative agreements that, in whole or in part, involve conferences for which Federal funds cannot be used directly or indirectly to encourage participants to lobby or to instruct participants on how to lobby.

In addition no part of HHS/CDC appropriated funds, shall be used, other than for normal and recognized executive-legislative relationships, for publicity or propaganda purposes, for the preparation, distribution, or use of any kit, pamphlet, booklet, publication, radio, television, or video presentation designed to support or defeat legislation pending before the Congress or any State or local legislature, except in presentation to the Congress or any State or local legislature itself. No part of the appropriated funds shall be used to pay the salary or expenses of any grant or contract recipient, or agent acting for such recipient, related to any activity designed to influence legislation or appropriations pending before the Congress or any State or local legislature. 

Any activity designed to influence action in regard to a particular piece of pending legislation would be considered "lobbying." That is lobbying for or against pending legislation, as well as indirect or "grass roots" lobbying efforts by award recipients that are directed at inducing members of the public to contact their elected representatives at the Federal or State levels to urge support of, or opposition to, pending legislative proposals is prohibited. As a matter of policy, HHS/CDC extends the prohibitions to lobbying with respect to local legislation and local legislative bodies. 

The provisions are not intended to prohibit all interaction with the legislative branch, or to prohibit educational efforts pertaining to public health. Clearly there are circumstances when it is advisable and permissible to provide information to the legislative branch in order to foster implementation of prevention strategies to promote public health. However, it would not be permissible to influence, directly or indirectly, a specific piece of pending legislation

It remains permissible to use HHS/CDC funds to engage in activity to enhance prevention; collect and analyze data; publish and disseminate results of research and surveillance data; implement prevention strategies; conduct community outreach services; provide leadership and training, and foster safe and healthful environments.

Recipients of HHS/CDC grants and cooperative agreements need to be careful to prevent CDC funds from being used to influence or promote pending legislation. With respect to conferences, public events, publications, and "grassroots" activities that relate to specific legislation, recipients of HHS/CDC funds should give close attention to isolating and separating the appropriate use of HHS/CDC funds from non-CDC funds. HHS/CDC also cautions recipients of HHS/CDC funds to be careful not to give the appearance that HHS/CDC funds are being used to carry out activities in a manner that is prohibited under Federal law.

Accounting System Requirements

The services of a certified public accountant licensed by the State Board of Accountancy or the equivalent must be retained throughout the project as a part of the recipient's staff or as a consultant to the recipient's accounting personnel. These services may include the design, implementation, and maintenance of an accounting system that will record receipts and expenditures of Federal funds in accordance with accounting principles, Federal regulations, and terms of the cooperative agreement or grant.

 

Capability Assessment

It may be necessary to conduct an on-site evaluation of some applicant organization's financial management capabilities prior to or immediately following the award of the grant or cooperative agreement. Independent audit statements from a Certified Public Accountant (CPA) for the preceding two fiscal years may also be required.


Proof of Non-profit Status

Proof of nonprofit status must be submitted by private nonprofit organizations with the application. Any of the following is acceptable evidence of nonprofit status: (a) a reference to the applicant organization's listing in the Internal Revenue Service's (IRS) most recent list of tax-exempt organizations described in section 501(c)(3) of the IRS Code; (b) a copy of a currently valid IRS tax exemption certificate; (c) a statement from a State taxing body, State Attorney General, or other appropriate State Official certifying that the applicant organization has a nonprofit status and that none of the net earnings accrue to any private shareholders or individuals; (d) a certified copy of the organization's certificate of incorporation or similar document that clearly establishes nonprofit status; (e) any of the above proof for a State or national parent organization and a statement signed by the parent organization that the applicant organization is a local nonprofit affiliate.


Security Clearance Requirement

All individuals who will be performing work under a grant or cooperative agreement in a HHS/CDC-owned or leased facility (on-site facility) must receive a favorable security clearance, and meet all security requirements. This means that all awardees employees, fellows, visiting researchers, interns, etc., no matter the duration of their stay at HHS/CDC must undergo a security clearance process.
Small, Minority, And Women-owned Business

It is a national policy to place a fair share of purchases with small, minority and women-owned business firms. The Department of Health and Human Services is strongly committed to the objective of this policy and encourages all recipients of its grants and cooperative agreements to take affirmative steps to ensure such fairness. In particular, recipients should:

1. Place small, minority, women-owned business firms on bidders’ mailing lists. 

2. Solicit these firms whenever they are potential sources of supplies, equipment, construction, or services. 

3. Where feasible, divide total requirements into smaller needs, and set delivery schedules that will encourage participation by these firms. 

4. Use the assistance of the Minority Business Development Agency of the Department of Commerce, the Office of Small and Disadvantaged Business Utilization, DHHS, and similar state and local offices. 

Research Integrity

The signature of the institution official on the face page of the application submitted under this Funding Opportunity Announcement is certifying compliance with the Department of Health and Human Services (DHHS) regulations in Title 42 Part 93, Subparts A-E, entitled PUBLIC HEALTH SERVICE POLICIES ON RESEARCH MISCONDUCT.

The regulation places requirements on institutions receiving or applying for funds under the PHS Act that are monitored by the DHHS Office of Research Integrity (ORI) (http://ori.hhs.gov./policies/statutes.shtml). 

For example:

Section 93.301 Institutional assurances. (a) General policy. An institution with PHS supported biomedical or behavioral research, research training or activities related to that research or research training must provide PHS with an assurance of compliance with this part, satisfactory to the Secretary. PHS funding components may authorize [[Page 28389]] funds for biomedical and behavioral research, research training, or activities related to that research or research training only to institutions that have approved assurances and required renewals on file with ORI. (b) Institutional Assurance. The responsible institutional official must assure on behalf of the institution that the institution-- (1) Has written policies and procedures in compliance with this part for inquiring into and investigating allegations of research misconduct; and (2) Complies with its own policies and procedures and the requirements of this part. 

Compliance with Executive Order 13279

Faith-based organization are eligible to receive federal financial assistance, and their applications are evaluated in the same manner and using the same criteria as those for non-faith-based organizations in accordance with Executive Order 13279, Equal Protection of the Laws for Faith-Based and Community Organizations.  All applicants should, however, be aware of restrictions on the use of direct financial assistance from the Department of Health and Human Services (DHHS) for inherently religious activities. Under the provisions of Title 45, Parts 74, 87, 92 and 96, organizations that receive direct financial assistance from DHHS under any DHHS program may not engage in inherently religious activities, such as worship, religious instruction, or proselytization as a part of the programs or services funded with direct financial assistance from DHHS.  If an organization engages in such activities, it must offer them separately, in time or location, from the programs or services funded with direct DHHS assistance, and participation must be voluntary for the beneficiaries of the programs or services funded with such assistance.  A religious organization that participates in the DHHS funded programs or services will retain its independence from Federal, State, and local governments, and may continue to carry out its mission, including the definition, practice, and expression of its religious beliefs, provided that it does not use direct financial assistance from DHHS to support inherently religious activities such as those activities described above.  A faith-based organization may, however, use space in its facilities to provide programs or services funded with financial assistance from DHHS without removing religious art, icons, scriptures, or other religious symbols.  In addition, a religious organization that receives financial assistance from DHHS retains its authority over its internal governance, and it may retain religious terms in its organization(s name, select its board members on a religious basis, and include religious references in its organization(s mission statements and other governing documents in accordance with all program requirements, statutes, and other applicable requirements governing the conduct of DHHS funded activities.  For further guidance on the use of DHHS direct financial assistance see Title 45, Code of Federal Regulations, Part 87, Equal Treatment for Faith-Based Organizations, and visit the internet site:

http://www.whitehouse.gov/government/fbci/
Health Insurance Portability and Accountability Act Requirements

Recipients of this grant award should note that pursuant to the Standards for Privacy of Individually Identifiable Health Information promulgated under the Health Insurance Portability and Accountability Act (HIPAA) (45 CFR Parts 160 and 164) covered entities may disclose protected health information to public health authorities authorized by law to collect or receive such information for the purpose of preventing or controlling disease, injury, or disability, including, but not limited to, the reporting of disease, injury, vital events such as birth or death, and the conduct of public health surveillance, public health investigations, and public health interventions.  The definition of a public health authority includes a person or entity acting under a grant of authority from or contract with such public agency.  HHS/CDC considers this project a public health activity consistent with the Standards for Privacy of Individually Identifiable Health Information and HHS/CDC will provide successful recipients a specific grant of public health authority for the purposes of this project. 

Release and Sharing of Data

The Data Release Plan is the Grantee's assurance that the dissemination of any and all data collected under the HHS/CDC data sharing agreement will be released as follows:

a. In a timely manner. 

b. Completely, and as accurately as possible. 

c. To facilitate the broader community. 

d. Developed in accordance with CDC policy on Releasing and Sharing Data. 

April 16, 2003, http://www.cdc.gov/od/foia/policies/sharing.htm, and in full compliance with the 1996 Health Insurance Portability and Accountability Act (HIPPA), (where applicable), The Office of Management and Budget Circular A110, (2000) revised 2003, www.whitehouse.gov/omb/query.html?col=omb&qt=Releasing+and+Sharing+of+Data and Freedom of Information Act (FOIA) http://www.cdc.gov/od/foia/index.htm.

Applications must include a copy of the applicant's Data Release Plan.  Applicants should provide HHS/CDC with appropriate documentation on the reliability of the data.  Applications submitted without the required Plan may be ineligible for award.  Reviewers may consider the data sharing plan but will not factor the plan into the determination of the scientific merit or the impact/priority score. Award will be made when reviewing officials have approved an acceptable Plan.  The successful applicant and the Program Manager will determine the documentation format.  HHS/CDC recommends data is released in the form closest to micro data and one that will preserve confidentiality.  
National Historic Preservation Act of 1966

(Public Law 89-665, 80 Stat. 915)

The grantee’s signature on the grant application attests to their: (1) knowledge of the National Historic Preservation Act of 1966 (Public Law 89-665, 80 Stat. 915); and (2) intent to ensure all grant related activities are in compliance with referenced public law, as stated:

a. Section 106 of the National Historic Preservation Act (NHPA) states:

The head of any Federal agency, having direct or indirect jurisdiction over a proposed Federal or Federally assisted undertaking in any State and the head of any Federal department or independent state agency having authority to license any undertaking,  shall, prior to the approval of the expenditure of any Federal funds on the undertaking or prior to the issuance of any license, as the case may be, take into account the effect of the undertaking on any district, site, building, structure, or object that is included in or is eligible for inclusion in the National Register.  The head of any such Federal agency shall afford the Advisory Council on Historic Preservation established under Title II of this ACT a reasonable opportunity to comment with regard to such undertaking.

b. Additionally, the NHPA also contains the following excerpt that forbids “anticipatory demolition:”

Each Federal agency shall ensure that the agency will not grant a loan, loan guarantee, permit, license, or other assistance to an applicant who, with intent to avoid the requirements of Section 106 of this Act, has intentionally, significantly, adversely affected a historic property to which the grant would relate or, having legal power to prevent it, allowed such significant adverse effect to occur, unless the agency, after consultation with the Council, determines that circumstances justify granting such assistance despite the adverse effect created or permitted by the applicant.

Conference Disclaimer and Use of Logos 

{Mandatory for all grants and cooperative agreements}

Disclaimer: Where a conference is funded by a grant or cooperative agreement, a sub grant or a contract the recipient must include the following statement on conference materials, including promotional materials, agenda, and internet sites:

“Funding for this conference was made possible [in part] by [insert grant or cooperative agreement award number] from the Centers for Disease Control and Prevention (CDC) or the Agency for Toxic Substances and Disease Registry (ATSDR) .  The views expressed in written conference materials or publications and by speakers and moderators do not necessarily reflect the official policies of the Department of Health and Human Services; nor does mention of trade names, commercial practices, or organizations imply endorsement by the U.S. Government.” 

Logos: Neither the HHS nor the CDC (“CDC” includes ATSDR) logo may be displayed if such display would cause confusion as to the source of the conference or give the false appearance of Government endorsement. A non-federal entity’s unauthorized use of the HHS name or logo is governed by U.S.C. § 1320b-10, which prohibits the misuse of the HHS name and emblem in written communication. The appropriate use of the HHS logo is subject to the review and approval of the Office of the Assistant Secretary for Public Affairs (OASPA). Moreover, the Office of the Inspector General has authority to impose civil monetary penalties for violations (42 C.F.R. Part 1003).  Neither the HHS nor the CDC logo can be used on conference materials under a grant, cooperative agreement, contract or co-sponsorship agreement without the expressed, written consent of either the Project Officer or the Grants Management Officer.  It is the responsibility of the grantee (or recipient of funds under a cooperative agreement) to request consent for the use of the logo in sufficient detail to assure a complete depiction and disclosure of all uses of the Government logos, and to assure that in all cases of the use of Government logos, the written consent of either the Project Officer or the Grants Management Officer has been received. 

Section IX. Appendices


Appendix 1 - PRAMS Data Sharing Agreement 

Background

From 2009-2010 CDC worked with The National Association for Public Health Statistics and Information Systems (NAPHSIS) to identify a specific set of birth certificate variables and define the acceptable groupings of these variables for release to researchers by CDC as part of a standard PRAMS Analytic Research File.  NAPHSIS, a membership organization representing the state registrars and directors of vital statistics in the United States, has endorsed the specific terms outlined in this Data Sharing Agreement between CDC and Participating PRAMS States.
Instructions
Applicants applying for Funding Announcement RFA-DP-11-001 must include this Data Sharing Agreement between CDC and Participating PRAMS States with their application indicating their agreement with the terms described below in allowing CDC to release the pre-determined, restricted list of birth certificate variables and other variables to researchers for analytic purposes.  The form must be signed by an authorized representative from the state Vital Records Office and a representative from the state/site PRAMS program.  The agreement should cover the entire grant cycle.  

States, territories or jurisdictions with >10,000 births per year must submit the provided data sharing agreement without modification to the terms as described in this Appendix.  

States, territories or jurisdictions with <=10,000 births per year may propose alternate categorization for the race variables and up to 2 additional birth certificate variables.  A letter with justification and clear proposal for the alternate variable categorization must be provided.

Terms of this agreement
Per the terms of this data sharing agreement:
· CDC will release a pre-determined, restricted set of birth certificate variables; individual review of each PRAMS multi-state data request by state Vital Records staff is not required.  

· No public release file is available for PRAMS; data are still released via a proposal process managed by CDC.

· All researchers must sign the External Researcher Data Sharing Agreement before data release. 

The birth certificate variables and the categorization of their values per this agreement are listed in Section A.  The other questionnaire, operations and analytic variables that are part of the PRAMS Analytic Research File are listed in Section B.

Grantees understand and approve this data sharing agreement which:

1) Enables the creation of a basic PRAMS Analytic Research File for analysis (using grouped birth certificate variables), that will not require review by state registries of vital statistics; 2) Establishes a new, more specific data use agreement for the external researchers to sign in advance of receiving the basic PRAMS Analytic Research File; and 3) Requires explicit, jurisdictional vital registry involvement/approval of any research requests for birth certificate data not specified in the attached documents. 

Outlined below are the details regarding the PRAMS Analytic Research File, the review process and data use agreement with external researchers, procedures for requesting variables that are not part of the PRAMS Analytic Research File, and the data sharing agreements between CDC and states.

1) PRAMS Analytic Research File 
The PRAMS Analytic Research File will include the following:                      

1. The STATE ID variable 

2. Other agreed-upon birth certificate variables as indicated in the attached Section A, birth certificate variable list;  variables to be excluded include the following:

a. Maternal Date of Birth – Year

b. Highest degree received (maternal and paternal)

c. Maternal height (BMI used instead)

d. Month of last live birth 

e. Year of last live birth

3. Continuous birth certificate variables that will be collapsed as indicated in the attached Section A; of particular note are the following:

a. Maternal age 

b. Smaller race groups (maternal and paternal)

c. Prenatal visits

d. Previous live births

e. Birth weight

f. Gestational age

4. Truncated outliers for birth certificate variables (according to the data dictionary for the public use NCHS natality file) 

5. Core PRAMS questionnaire variables as indicated in the attached Section B.  These are released along with the previously specified birth certificate variables. Section B contains Phase 5 questionnaire variables names; however comparable variables from other questionnaire phases will be released if different questionnaire phases are requested.  Standard and state-developed questionnaire variables will also be released, but only if specifically requested by the researcher. 
2) Review Process and Data Use Agreement with External Researchers

A) Review Process

Researchers will submit an application form and proposal in abstract format with a specific list of states and years of data.  Any standard or state-specific PRAMS variables will also need to be listed and submitted.  

CDC PRAMS will review research proposals to ensure the suitability of PRAMS data to answer the research question. CDC PRAMS will send the proposals to states as a courtesy, but will not track approvals.  State program staff (PRAMS staff or epidemiologists) may provide voluntary comments directly to researchers within a 2 week period. If a state chooses not to participate in a study, they should notify CDC within the 2 week period so their data can be excluded from the dataset. State program staff are encouraged to share these proposals with state vital registries, but active proposal review is not required by vital registrar for the release of the limited set of birth certificate variables (as described in point 1 above).  Following the 2 week courtesy review period, CDC will prepare the requested dataset for the researcher.

B) Data Use Agreement with External Researchers 
Before releasing the dataset, CDC will collect an External Researcher Data Use Agreement that each researcher must sign to assure compliance with the data sharing requirements.  

One item in the External Researcher Data Use Agreement is the requirement to send publications and presentations to CDC for distribution to states prior to submission/presentation.  CDC will communicate this requirement to researchers (but is not in a position to enforce it).  Once a publication or presentation is submitted to CDC by the researcher, CDC will distribute it to states to allow the opportunity to communicate concerns directly to the researchers within a 2 week time period. No comments from the state after the 2 weeks indicate that there are no concerns, and the researcher may proceed with submission/presentation. For publication/presentation review process, each PRAMS grantee should work directly with their state vital registry to establish a mutually acceptable review process.  The PRAMS state coordinator will keep the vital registry staff abreast of publications/presentation using PRAMS and linked birth certificate data.  We encourage the states and vital registries to use this opportunity and communicate any concerns directly to researchers within the 2 week timeframe.  

3) Requests for birth certificate variables NOT included in the PRAMS Analytic Research File

Any researcher requesting birth certificate variables not included in the PRAMS Analytic Research File, as specified in Section A, will not submit a proposal to CDC, but will be required to submit a proposal directly to the state(s) of interest.  For such proposals, the researcher will need to comply with individual state vital registrar approval processes.  Any proposed linkage to other individual data sets also requires active approval by states and vital registries. Linkage to append area data such as state level Census poverty indicators does not require additional review if only the research file is being used.
CDC will create the aggregate dataset for such requests only upon the researcher’s submission of written approval from each relevant state vital registrar to CDC.

4) Data Sharing Agreement with States 

In order to document state Vital Registry and state PRAMS project agreement to share PRAMS data in the manner described above, CDC requires signed data sharing agreements from each PRAMS site and corresponding vital registry.  PRAMS projects that use data from more than one Vital Registry must include a signature from all participating Vital Registries.  This agreement allows CDC to release the above described PRAMS Analytic Research File for the current grant cycle. 

External Researcher Data Sharing Agreement 

CDC PRAMS AGREEMENT FOR SHARING MULTI-STATE DATA WITH EXTERNAL RESEARCHERS

I, ______________________________, as principal investigator/co-investigator on this proposed analysis of Pregnancy Risk Assessment Monitoring System (PRAMS) data, agree to the following requirements for the use of PRAMS data and assure compliance with the requirements by all staff and collaborators approved as part of this agreement.

1.
I will not use these data except for statistical analysis and reporting as described in the attached proposal.

2.
I will not use nor permit approved collaborators and staff to use these data to conduct analyses other than those described in the proposal, titled _____________________________________________ _______________________________________________________________________, which accompanies this statement.

3.
I will not release the data set or any part of it to any person other than those listed as collaborators in the attached proposal.  I will assure that all approved collaborators understand that they may not share the data set or any part of it.
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6.
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7.
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8.
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Section A.  List of Birth Certificate Variables from the 2003 Revised Birth Certificate and Defined Groupings for Release to Researchers by CDC

	ALIVE
	Infant living at time of report
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	BRSTFED
	Infant being breast-fed?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	B_ORDER
	Birth order
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	CIG_1TRI
	No. of cigarettes smoked -1st trimester
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	CIG_2TRI
	No. of cigarettes smoked -2nd trimester
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	CIG_3TRI
	No. of cigarettes smoked -3rd trimester
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	CIG_PRIOR
	No. of cigarettes smoked - prior to preg
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	DEFECT
	Was the Baby Born With a Birth Defect?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	DEL_1CS
	First C-Section?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	DEL_FORC
	Forceps Delivery?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	DEL_RCS
	Repeated C-Section?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	DEL_VACM
	Vacuum Delivery?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	DEL_VAG
	Vaginal Delivery?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	DEL_VCS
	Vaginal Delivery After C-Section?
	NYF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	NO (UNCHECKED)

	
	
	
	2
	=
	YES (CHECKED)

	EVER_MAR
	Ever married
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FHISP_BC
	Fathers Hispanic ethnicity
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_AMI
	Paternal race - American Indian/Alaska native
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_ASN_NAPHSIS
	Paternal Race Asian grouped
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_BLK
	Paternal race - Black
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_CHN
	Paternal race - Chinese
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_FLP
	Paternal race - Filipino
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_JPN
	Paternal race - Japanese
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_NHW
	Paternal race - Native Hawaiian
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_OTH
	Paternal race - Other
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	FRACE_WHT
	Paternal race - White
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	GEST_WK_NAPHSIS
	Clinical estimate of gestational age grouped
	NP_GSTWK
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	<=27

	
	
	
	2
	=
	28-33

	
	
	
	3
	=
	34-36

	
	
	
	4
	=
	37-42

	
	
	
	5
	=
	43+

	GRAM_NAPHSIS
	Birth weight grouped
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	HISP_BC
	Hispanic?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	INFER_TR
	Infertility treatment
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	KESSNER
	Kessner Index
	KESSNERF
	1
	=
	ADEQUATE PNC

	
	
	
	2
	=
	INTERMEDIATE PNC

	
	
	
	3
	=
	INADEQUATE PNC

	
	
	
	4
	=
	UNKNOWN PNC

	LGA
	Large for Gestational Age Based on 90th Percentile
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MACROSOMIA
	Macrosomia:  >= 4500 gram birth weight
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MARRIED
	Marital Status
	MARRIEDF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	MARRIED

	
	
	
	2
	=
	OTHER

	MAT_AGE_NAPHSIS
	Maternal age grouped
	NP_MAGE
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	<=17

	
	
	
	2
	=
	18-19

	
	
	
	3
	=
	20-24

	
	
	
	4
	=
	25-29

	
	
	
	5
	=
	30-34

	
	
	
	6
	=
	35-39

	
	
	
	7
	=
	40+

	MAT_ED
	Maternal Education
	EDUCF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	0-8 YRS

	
	
	
	2
	=
	9-11 YRS

	
	
	
	3
	=
	12 YRS

	
	
	
	4
	=
	13-15 YRS

	
	
	
	5
	=
	>= 16 YRS

	MAT_RACE
	Maternal Race
	RACEF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	OTH ASIAN

	
	
	
	2
	=
	WHITE

	
	
	
	3
	=
	BLACK

	
	
	
	4
	=
	AM INDIAN

	
	
	
	5
	=
	CHINESE

	
	
	
	6
	=
	JAPANESE

	
	
	
	7
	=
	FILIPINO

	
	
	
	8
	=
	HAWAIIAN

	
	
	
	9
	=
	OTH-NONWHT

	
	
	
	10
	=
	AK NATIVE

	
	
	
	11
	=
	MIXED RACE

	MAT_TRAN
	Mother transferred?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MAT_WIC
	Mother get WIC food during pregnancy?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_ABNOR
	Labor Abnormality?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_BLEED
	Bleeding During Pregnancy?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_DIAB
	Diabetes?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_DOB
	Month of Birth
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	MM_FEVER
	Fever?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_HBP
	Hypertension?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_LMP
	Month of Last Menstrual Period
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	MM_NOLD
	No Complications?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_NOMD
	No Medical Risk Factors?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MM_PCV
	Month of first prenatal care visit
	PNC_MTHF
	.A
	=
	NOT APPLICABLE

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	88
	=
	NO PNC

	
	
	
	8888
	=
	NO PNC

	MM_PROM
	Ruptured Membrane?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MOMCIG
	Number of Cigarettes Per Day
	BCSMOKEF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	0
	=
	NO SMOKE

	
	
	
	97
	=
	97 OR MORE

	MOMLBS
	Maternal Weight Gain
	BCLBSF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	0
	=
	NO GAIN/OR LOSS

	
	
	
	97
	=
	97 OR MORE

	MOMSMOKE
	Did Mom Smoke?
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_AMI
	Maternal race - American Indian/Alaska native
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_ASN_NAPHSIS
	Maternal Race Asian grouped
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_BLK
	Maternal race - Black
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_CHN
	Maternal race - Chinese
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_FLP
	Maternal race - Filipino
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_JPN
	Maternal race - Japanese
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_NHW
	Maternal race - Native Hawaiian
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_OTH
	Maternal race - Other
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	MRACE_WHT
	Maternal race - White
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	OTH_TERM
	Pregnancy History – Other Terminations?
	O_TERMF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	0
	=
	NONE

	
	
	
	7
	=
	7 OR MORE

	PAT_ACK
	Acknowledgment of paternity
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	PAT_ED
	Paternal Education
	EDUCF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	0-8 YRS

	
	
	
	2
	=
	9-11 YRS

	
	
	
	3
	=
	12 YRS

	
	
	
	4
	=
	13-15 YRS

	
	
	
	5
	=
	>= 16 YRS

	PAT_RACE
	Paternal Race
	RACEF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	OTH ASIAN

	
	
	
	2
	=
	WHITE

	
	
	
	3
	=
	BLACK

	
	
	
	4
	=
	AM INDIAN

	
	
	
	5
	=
	CHINESE

	
	
	
	6
	=
	JAPANESE

	
	
	
	7
	=
	FILIPINO

	
	
	
	8
	=
	HAWAIIAN

	
	
	
	9
	=
	OTH-NONWHT

	
	
	
	10
	=
	AK NATIVE

	
	
	
	11
	=
	MIXED RACE

	PAY
	Method of Payment
	PAY_DELF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	MEDICAID

	
	
	
	2
	=
	PRIVATE INS

	
	
	
	3
	=
	SELF-PAY

	
	
	
	4
	=
	INDIAN H.S.

	
	
	
	5
	=
	CHAMPUS/TRICARE

	
	
	
	6
	=
	OTHER GOV

	
	
	
	8
	=
	OTHER

	PLURAL
	Plurality
	PLURALF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	SINGLE

	
	
	
	2
	=
	TWIN

	
	
	
	3
	=
	OTH MULT

	PNC_MTH
	Month of First Prenatal Care Visit
	PNC_MTHF
	.A
	=
	NOT APPLICABLE

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	88
	=
	NO PNC

	
	
	
	8888
	=
	NO PNC

	PNC_VST_NAPHSIS
	Number of Prenatal Care Visits grouped
	NP_PNCVS
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	<= 8

	
	
	
	2
	=
	9-11

	
	
	
	3
	=
	12+

	POB
	Place of Birth
	POBF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	HOSPITAL

	
	
	
	2
	=
	BIRTHING CENTER

	
	
	
	3
	=
	MD OFFICE/CLINIC

	
	
	
	4
	=
	RESIDENCE

	
	
	
	5
	=
	OTHER

	PRE_LB_NAPHSIS
	Number of previous live births grouped
	NP_PRELB
	.U
	=
	UNKNOWN

	
	
	
	0
	=
	0

	
	
	
	1
	=
	1

	
	
	
	2
	=
	2

	
	
	
	3
	=
	3-5

	
	
	
	4
	=
	6+

	P_PRTERM
	Previous preterm births
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	SEX
	Gender of Infant
	SEXF
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	MALE

	
	
	
	2
	=
	FEMALE

	SGA_10
	Small for Gestational Age Based on 10th Percentile
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	SGA_2SD
	Small for Gestational Age Based on 2SD from Mean
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	TRANS
	Infant transferred
	YNF
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	1
	=
	YES

	
	
	
	2
	=
	NO

	YY4_DOB
	VAR: 4-DIGIT YEAR OF BIRTH (BC)
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	YY4_LMP
	Year of last menstrual period
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	YY4_PCV
	Year of first prenatal care visit
	PNC_MTHF
	.A
	=
	NOT APPLICABLE

	
	
	
	.U
	=
	UNKNOWN

	
	
	
	88
	=
	NO PNC

	
	
	
	8888
	=
	NO PNC

	YY_DOB
	Year of Birth
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED

	
	
	
	.U
	=
	UNKNOWN

	YY_LMP
	Year of Last Menstrual Period
	BCF
	.C
	=
	NOT COLLECTED (SING.)

	
	
	
	.N
	=
	NOT RECORDED


Section B.  List of Core Questionnaire Variables and Operational Variables for Release to Researchers by CDC*

*Standard and state-specific questionnaire variables not listed here are available to researchers upon request 

	Variable
	SAS Label

	TYPE
	Type of Survey Response (Mail/Phone)

	VERS
	Phase 5: Survey 1: QDE 1 (511, 512)

	ID
	PRAMS ID Number

	Core Questionnaire Variables

	INSURE
	Bef preg -- insurance

	MEDICAD3
	Bef preg -- Medicaid

	VITAMIN
	Multivitamin -- # of times /wk

	MDOB_YR4
	c) Moms birth -- year

	MOMLBKGU
	a) Moms weight -- lbs or kilos

	MOM_LBKG
	b) Moms weight -- bef preg

	MOM_HTU
	a) Moms height -- feet-inch/cm

	MOM_FEET
	b) Moms height -- feet

	MOM_INCH
	c) Moms height -- inches

	MOM_CM
	d) Moms height -- centimeters

	PREV_LB
	Previous -- live birth

	PREV_LBW
	Previous -- low birth weight

	PREV_PRE
	Previous -- premature

	FEEL_PG
	Preg -- intention

	PREG_TRY
	Preg -- trying

	BC_WHEN4
	BC -- use when got preg

	NBC_MIND
	a) No BC -- didn't mind preg

	NBC_TIME
	b) No BC -- couldn't at time

	NBC_SIDE
	c) No BC -- side effects

	NBC_GET
	d) No BC -- couldn't get

	NBC_STER
	e) No BC -- sterile

	NBC_HUSB
	f) No BC -- husb/part didn't want

	NBC_OTH
	g) No BC -- other

	NBC_WHY
	h) No BC -- other specified

	SURE_PGU
	a) Sure preg -- wks/mnths

	SURE_PG
	b) Sure preg -- time

	PNC_1STU
	a) 1st PNC visit -- wks/mnths

	PNC_1ST
	b) 1st PNC visit -- number

	ERLY_PNC
	PNC early -- as wanted

	EP5APPT
	a) PNC later -- no appt

	EP5MONY
	b) PNC later -- no money

	EP5TRAN
	c) PNC later -- no transportation

	EP5LEAVE
	d) PNC later -- no leave time

	EP5START
	e) PNC later -- no early ins care

	EP5MEDI
	f) PNC later -- no Medicaid card

	EP5CHLD
	g) PNC later -- no child care

	EP5BUSY
	h) PNC later -- too busy

	EP5SECRT
	i) PNC later -- keep preg secret

	EP5OTH
	j) PNC later -- other

	EP5REAS
	k) PNC later -- other specified

	PP_MEDIC
	a) PNC paid by -- Medicaid

	PP_INCM
	b) PNC paid by -- income

	PP_IHMO
	c) PNC paid by -- insurance/HMO

	PP_state-spec1
	d) PNC paid by -- 

	PP_state-spec2
	e) PNC paid by -- 

	PP_OTH
	f) PNC paid by -- other

	PP_TYPE
	g) PNC paid by -- Other specified

	TLK_SMK
	a) HCW talk -- smoking

	TLK_BF
	b) HCW talk -- breastfeeding

	TLK_DRK
	c) HCW talk -- drinking alcohol

	TLK_BELT
	d) HCW talk -- seatbelt use

	TLK_BC
	e) HCW talk -- postpartum BC

	TLK_MEDS
	f) HCW talk -- safe meds

	TLK_DRUG
	g) HCW talk -- illegal drugs

	TLK_BDEF
	h) HCW talk -- birth defects tests

	TLK_LABR
	i) HCW talk -- early labor

	TLK_HIVT
	j) HCW talk -- testing for HIV

	TLK_ABUS
	k) HCW talk -- physical abuse

	HIVTEST
	HIV test -- have dur preg

	WIC_PREG
	WIC -- dur preg

	MORB_DIB
	a) Morbidity -- diabetes bef preg

	MORB_DID
	b) Morbidity -- diabetes dur preg

	MORB_BLD
	c) Morbidity -- vag bleeding

	MORB_KID
	d) Morbidity -- kidney/bladder infect

	MORB_NAU
	e) Morbidity -- nausea

	MORB_CRV
	f) Morbidity -- cervix closed

	MORB5BP
	g) Morbidity -- HBP

	MORB_PLA
	h) Morbidity -- placenta

	MORB_LAB
	i) Morbidity -- preterm labor

	MORB_PRM
	j) Morbidity -- PROM

	MORB_TRN
	k) Morbidity -- Blood tranfusion

	MORB_CAR
	l) Morbidity -- car crash injury

	MORB5LT1
	a) Morbidity -- hosp <1 day

	MORB51_7
	b) Morbidity -- hosp 1-7 days

	MORB5GT7
	c) Morbidity -- Hosp >7 days

	MORB5BED
	d) Morbidity -- bedrest

	SMK_2YRS
	SMK --  >=100 cigs last 2 yrs

	SMK5_3B
	SMK -- 3 mnths bef, # cigs/day

	SMK5_3L
	SMK -- last 3 mnths, # cigs/day

	SMK5_3N
	SMK -- now, # cigs/day

	DRK_2YRS
	DRK -- last 2 years

	DRK5_3B
	DRK -- 3 mnths bef, drinks/wk

	DRK5_3BB
	DRK -- 3 mnths bef, five+ drinks/sit

	DRK5_3L
	DRK -- last 3 mnths, drinks/wk

	DRK5_3LB
	DRK -- last 3 mnths, five+ drinks/sit

	STRS_FM3
	a) Stress -- family member ill

	STRS_DV3
	b) Stress -- divorce

	STRS_MOV
	c) Stress -- moved

	STRS_HOM
	d) Stress -- homeless

	STRS_JOB
	e) Stress -- husb/part lost job

	STRS_WRK
	f) Stress -- mom lost job

	STRS_ARG
	g) Stress -- argue lots

	STRS_PG
	h) Stress -- husb/part preg no

	STRS_BIL
	i) Stress -- couldn't pay bill

	STRS_FT4
	j) Stress -- physical fight

	STRS_JL3
	k) Stress -- husb/part in jail

	STRS_DRG
	l) Stress -- others drugs

	STRS_DH3
	m) Stress -- others died

	PAB_XHUS
	a) Abuse -- 12 mnths b4 preg, ex-h/p

	PAB_HUS
	b) Abuse -- 12 mnths b4 preg, husb/part

	PAD_XHUS
	a) Abuse -- dur preg, ex-husb/part

	PAD_HUS
	b) Abuse -- dur preg, husb/part

	DUE_MTH
	a) Due date -- month

	DUE_YR4
	c) Due date -- year

	DEL_MTH
	a) Admin for del -- month

	DEL_YR4
	c) Admin for del -- year

	IDOB_MTH
	a) Infant birth -- month

	IDOB_YR4
	c) Infant birth -- year

	DIS_MTH
	a) Mom discharge -- month

	DIS_YR4
	c) Mom discharge -- year

	PD_MEDIC
	a) Delivery paid -- Medicaid

	PD_INCM
	b) Delivery paid -- income

	PD_IHMO
	c) Delivery paid -- insurance/HMO

	PD_state-spec1
	d) Delivery paid -- 

	PD_state-spec2
	e) Delivery paid -- 

	PD_OTH
	f) Delivery paid -- other

	PD_TYPE
	g) Delivery paid -- other specified

	INF_ICU
	Infant ICU -- at birth

	BBY_HOSP
	Hosp baby stay -- length of time

	INFLIVE5
	Infant alive -- now

	INFWMOM5
	Infant living -- with mom

	BF5EVER
	Breastfeed -- ever

	BF5STILL
	Breastfeed -- still

	BF5LNGTU
	a) BF duration -- wks/mnths

	BF5LNGTH
	b) BF duration -- length of time

	BF5FOODU
	a) BF oth food -- wks/mnths

	BF5FOOD
	b) BF oth food -- baby's age

	SMK_EXP
	Smoke exposure -- baby hrs

	SLEEPPOS
	Sleeping position -- baby

	DR_1WK
	Doctor -- baby visit 1st week

	WBC_ANY
	Well Baby C -- any visits

	BC_NOW4
	Postpartum BC -- using now

	BCB_NSEX
	a) PP BC barrs -- abstinence

	BCB_PREG
	b) PP BC barrs -- want preg

	BCB_WANT
	c) PP BC barrs -- didn't want to use

	BCB_HUSB
	d) PP BC barrs -- husb/part didn't want

	BCB_INFT
	e) PP BC barrs -- thinks sterile

	BCB_PAY
	f) PP  BC barrs -- can't pay

	BCB_PNOW
	g) PP BC barrs -- preg now

	BCB_OTH
	h) PP BC barrs -- other

	BCB_WHAT
	i) PP BC barrs -- other specified

	INC_JOB
	a) Src income -- wages

	INC_FAM
	b) Src income -- family/friend aid

	INC_DIV
	c) Src income -- business/fees

	INC5AID
	d) Src income -- aid WIC/TANF

	INC5UNEM
	e) Src income -- unemployment

	INC_ALIM
	f) Src income -- child support/alimony

	INC_SS
	g) Src income -- social security

	INC5OTH
	h) Src income -- other

	INC_SRC
	i) Src income -- other specified

	INCOME5
	Income -- 12 mnths bef, total income

	INC_NDEP
	Income -- dependents (+self)

	TOD_MTH
	a) Today's date -- month

	TOD_YR4
	c) Today's date -- year

	Operations and Weighting Variables

	BABYDEAD
	BABY DEAD?

	BATCH
	BATCH NUMBER

	MODECONT
	Mode of contact

	Particip
	Did mom participate

	mode_prt
	Mail vs phone

	urb_rur
	urban-rural

	hispanic
	Hispanic?

	inqx
	In combined questionnaire

	state
	State

	cell
	Analysis Stratum

	stratumc
	Sampling Stratum

	sud_nest
	SUDAAN NESTing variable

	nest_yr
	Birth year for SUDAAN nesting

	samcnt
	sample count - weighting variable

	totcnt
	total count

	wtone
	sample wt

	wttwo
	nonresponse wt

	wtthree
	noncoverage wt

	wtanal
	analysis wt

	CDC Analysis Variables

	BC_GEST
	VAR BC: COMPUTED GEST AGE (DAYS)

	BC_YRLLB
	VAR BC: YEARS SINCE LAST LIVE BTH

	BF5AGE
	VAR: # WEEKS FIRST FOOD

	BF5WEEKS
	VAR: # WEEKS BREASTFED BABY

	DRK53B_A
	VAR: YES/NO DRINK 3 BEF PREG

	DRK53L_A
	VAR: YES/NO DRINK LAST 3 MTH PREG

	DRK5C_PG
	VAR: CHANGE DRINKING DURING PREG

	DUE_IDOB
	VAR: DAYS BETW DUE DATE & BIRTH

	EP5NUMB
	VAR: # BARRIERS TO EARLY PNC

	HSP_PG5
	VAR: HOSP DURING PREGNANCY

	INC_NUMB
	VAR: # SOURCES OF INCOME

	INFQ_AGE
	VAR: INF AGE (DAYS) QUEST COMPLETED

	INF_LIVE
	VAR:  INFANT ALIVE -- NOW

	INF_WMOM
	VAR: INFANT LIVING -- WITH MOM

	MOM_BMI
	VAR: MOM BODY MASS INDEX

	MOM_BMIG
	VAR: MOM BMI GROUPED

	MOM_HT_I
	VAR: MOM TOTAL HEIGHT (INCHES)

	MOM_NITE
	VAR: MOM NIGHTS IN HOSPITAL

	MOM_WT
	VAR: MOM WT BEFORE PREGNANCY

	NOHOSP_B
	VAR: BABY STAY IN HOSP?

	NOHOSP_M
	VAR: MOTHER DELIVERED IN HOSP?

	PABF5_NO
	VAR: NO ABUSE BEFORE PREGNANCY?

	PAPG5_NO
	VAR: NO ABUSE DURING PREGNANCY?

	PD_NUMB
	VAR: # SOURCES PAYMENT FOR DELIVERY

	PNCNO
	VAR: NO PNC VISITS

	PNC_1TRM
	VAR: START PNC 1ST TRIMESTER?

	PNC_WKS
	VAR: WEEKS 1ST PNC VISIT

	PP_NUMB
	VAR: # SOURCES PAYMENT FOR PNC

	PREGHX
	VAR: HX PREV LIVE BIRTHS (lbw, preterm etc)

	QX_PHASE
	QUESTIONNAIRE PHASE NUMBER

	SMK53B_A
	VAR: YES/NO SMOKE 3 BEF PREG

	SMK53L_A
	VAR: YES/NO SMOKE LAST 3 MTH PREG

	SMK5C_NW
	VAR: CHANGE SMOKING LAST 3 & NOW

	SMK5C_PG
	VAR: CHANGE SMOKING DURING PREG

	SMK5C_PP
	VAR: CHANGE SMOKING 3 BEFORE & NOW

	SMK5NW_A
	VAR: YES/NO SMOKE NOW

	STRS_TT3
	VAR: TOTAL # STRESSES

	STRS_T_G
	VAR: TOTAL # STRESSES, GROUPED

	SURE_WKS
	VAR: WEEKS WHEN SURE PREG

	YY4_DOB
	VAR: 4-DIGIT YEAR OF INFANT BIRTH (BC)

	YY4_MDOB
	VAR: 4-DIGIT YEAR OF MOTHER'S BIRTH (BC)


Data Sharing Agreement between CDC and Participating PRAMS States/Sites

2011 - 2016
The PRAMS project in the state/site of _____________________ agrees to allow staff of the Centers for Disease Control and Prevention (CDC) to release the PRAMS Analytic Research File to researchers from April 15, 2011 to April 14, 2016.  

The PRAMS Analytic Research File includes:

· Birth certificate variables enumerated in Section A;

· Operational, Analytic, and Core Questionnaire variables listed in Section B;

· The file will be customized to include only the states and years of data requested by the researcher; 

· Questionnaire variables on state-specific topics (i.e. not core questions, but standard or state-specific questions) will be included if requested and justified by the researcher.

Section B contains Phase 5 variables names; comparable variables from other questionnaire phases are released if requested.  

Any researcher requesting birth certificate variables not included in the standard PRAMS Analytic Research File, as specified in Section A, will be required to submit a proposal directly to the states of interest, and will need to comply with individual state vital registrar approval processes and IRB requirements.  CDC will create the aggregate dataset for such requests only upon the researcher’s submission of written approval from each relevant state vital registrar to CDC.

____________________________________________________________

PRAMS Representative Name: ________________________

Signature: ______________________     

Date: ________________

Vital Statistics Representative Name: ________________________

Signature: _______________________  

Date: _____________
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