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Goals of Presentation

Review central components of the study
design

Purpose of the solicitation and
mandatory requirements

Answer general questions submitted in
advance of the meeting

Specific questions will be addressed in
an amendment to the RFP
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Study Design

Enroll and follow ~100,000 children from
before birth to 21 years of age

Children will be enrolled primarily through
enrollment of their mothers

Mothers will be enrolled during or prior to
pregnancy

e Allows assessment of early in-utero exposures
Children in the NCS will be representative of all

U.S. children

e Multi-stage, probability sampling approach



Study Design

In the first stage of sampling 105
geographic areas were selected as the
areas from which participants will be
recruited

These are referred to as the “"Study
Locations”

Study Locations are single counties or in
sparsely populated areas groups of
adjacent counties
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Study Design

Primary method of recruitment is
through household screening

Data collections will follow a standard
protocol and include:

eInterviews, physical examinations,
observational assessments, collection of
environmental samples, and collection of
biological specimens

eParticipants: mothers, fathers and children

{



Study Design

Additional details about the study
design

eAttachment 4: Overview of Study
Design and Methods

eNCS Public Website

-www.nationalchildrensstudy.gov
-Research Plan




Question

“"How should we reconcile the RFP with
the Research Plan document? The
Research Plan contains data collection
tasks and other activities that are not in

the RFP...."

Answer: Where there are inconsistencies
the RFP takes precedence.
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Goal of the Procurement

To award contracts to organizations that
will be responsible for data collections in
specified Study Locations

These specified locations include 58 of
the 105 Study Locations (contracts have
already been awarded for data
collections for the other 47 Locations)

See attachment 11



Questions

Study Location versus a Study Center

eStudy Locations: the 105 geographic areas
(counties, groups of contiguous counties)
that were selected in the first stage of
sampling

eStudy Centers: The organizations or entities
responsible for carrying out the data
collections



Waves of Implementation

NCS is being implemented in three waves

Anticipated dates for initiation of household
screening

e Wave 1 -January 2010
e Wave 2- January 2011
e Wave 3 -January 2012

Goal is to achieve a sample that is reflective of
all births in the United States with each wave
of implementation



Clarification to the RFP

Statement of Work (Last paragraph, 1st page)

o It is stated that field work for Wave 1 will begin in
2009

Enumeration and screening of households for
Wave 1 Locations is scheduled to begin
January, 2010 as described in the Overview of
Study Design and Methods and shown in the
Study Timeline: Attachment 10



Waves of Implementation

Wave 1: Contracts have already been awarded
for 34 of the 37 Study Locations

e 7 Vanguard Locations

27 Wave 1 Locations — awarded in 2007

e The current procurement includes the remaining 3
Locations to be implemented with Wave 1

Contracts have also been awarded for 13
Wave2/Wave3 Locations

e Remaining 55 Locations are included in the current
procurement



Correction to RFP

55 Locations have been grouped into strata

Section M of the RFP lists the strata

e RFP Amendment: Stratum Four in the East incorrectly
listed Warren, NY. Corrected to Warren, NJ]

Attachment 11 shows the Study Map and List
of Locations
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Mandatory Criteria

Offerors shall prepare proposals to serve as a
Center to conduct data collections at one or
more than one of the 58 specified Study
Locations (Mandatory Criteria 1)

e ATTACHMENT 11- List of Study Centers

A separate proposal must be submitted for
each Location in which the offeror is proposing
to collect data

NOTE: This is different from the RFP released
last year




Evaluation con’t

No more than one Center will be awarded a
contract for data collections in a given Location
(i.e. no splitting of a Location between multiple
contractors)

A single offeror can submit proposals for
multiple locations

Each proposal will be evaluated independently,
thus the information about the Center should
be included in each proposal

e Exception: Harris county

{



Mandatory Qualification

Criterion #1

The Study Location must be:
In the same state as the Study Center

In a state that is contiguous with the state of
the proposing Center

In a state that is not contiguous but separated
from the border of the state of the proposing
Study Center by no more than 100 miles

Location of the Study Center is considered to
be that of the location of the primary institution
in the proposal

Q
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Questions

Will proposals for collection of data in a county
that is not included in the list of 58 Study
Locations be considered?

*NO

Can existing Vanguard and Study Centers
submit proposals?

e YES



Enrolilment Goals

Participants identified through screening of
households in selected neighborhoods

Goal is to enroll a sufficient number of women
such that 1000 live births are enrolled over the
4 year enrollment period in each Primary
Sampling Unit

Note that for both Wave 1 and Wave 2
Locations, the enrollment period extends
beyond the 5 year contract period



Exceptions to Enroliment Goals

Six Exceptions — 600 births over 4 year
enrollment period

e Stark, ND

e Baker, FL

e Childress, Collingsworth, Donley, and Hall, TX
e Stephens and Young TX

eLincoln, Uinta, WY and Bear Lake, ID;

e Becker, Clearwater, Mahnomen, MN



Question

Will enrollment targets be adjusted for other
Study Locations with relatively low numbers of
births per year?

e Not at this time.

e As part of their technical approach, offerors can
describe challenges to achieving an enrolled
sample of 250 per year for their specific county
and suggest alternate approaches that the review
panel can evaluate

{



Mandatory Criteria #2

Harris County, TX

Harris County, Texas contains two PSUs

Data collection in one of the PSUs will be implemented
with Wave 2, data collections in the second PSU will be
implemented with Wave 3

e The method for doing this is to add additional neighborhoods
(segments) within the county with wave 3

Because there will be no more than one contractor
conducting data collections in a single Location, offerors
submitting a proposal for Harris County must
demonstrate their ability to expand

The wave 3 PSU must be submitted as an option
proposal

{



Materials Provided

Evaluation Criteria — Section M

Attachments

Packaging and delivery

Intent response sheet

Statement of Work

Overview of Study Design and Methods
Reporting Requirements and Deliverables
Delivery Schedule

. Additional technical proposal instructions

NS U R WNMNE



Attachments Continued

8. Additional business proposal instructions

9. Estimates of effort by annual contract year*
10.Timeline of operational activities*

11.Map and list of Locations

12.Estimated number of visits and calls*
13.Incentive plan

14.Definitions

*Separate estimates provided for
wave 1 and wave 2
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Specific Clarifications

Questions and Clarifications



Estimate of Annual Effort by

Contract Year

These estimates are provided as guidance

Offerors can (and are encouraged to) calculate
their own staffing needs based on the
requirements

Offerors are also encouraged to explain the

assumptions underlying their estimated staffing
needs

{



Collection of Data from Medical

Records

Current plan includes abstraction of maternal
and newborn records following delivery

Technical and business proposals should not
include work and costs associated with other
medical record abstractions



Biosketch versus Abbreviated

Curriculum Vitae

Additional Technical Proposal Instructions

e Abbreviated Curriculum Vitae for Key personnel (Principal
Investigator and the Study Coordinator/Operational
Manager)

e Biographical Sketch other named study staff
Biographical Sketch should follow the NIH format

Abbreviated Curriculum Vitae - suggest no more than 6
pages

Both the Biosketch and the abbreviated Curriculum Vitae
count toward the 100 page limit for the technical
proposal



Other Questions

Received a number of specific questions about
local processing of biospecimens

Estimates of visits shown in attachment 12
Other topics

We will evaluate and provide responses to
questions as a posting to fedbizopps

We will continue to receive questions until April

11th,



CONTRACTING OFFICER

CONTACTS

PRIMARY POINT OF CONTACT:

Fred Ettehadieh, Contracting Officer;
e E-mail: fel9w@nih.gov
e Phone (301) 435-6961

SECONDARY POINT OF CONTACT:

Elizabeth Osinski, Contracting Officer;
e E-mail: eo43m@nih.gov
e Phone (301) 435-6947;





<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
    /Georgia
    /Georgia-Bold
    /Georgia-BoldItalic
    /Georgia-Italic
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /CreateJDFFile false
  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU (Use these settings to create PDF documents with higher image resolution for high quality pre-press printing. The PDF documents can be opened with Acrobat and Reader 5.0 and later. These settings require font embedding)
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


