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QUESTIONS REGARDING HEALTHY START NATIONAL EVALUATION 
 
General 
1. How do we determine who has been designated as authorized users for our site? 

Covered in Section 3 of the Data Sharing/Use Agreement, VROs may consider HS grantees as 
Authorized Data Partners under the Inter-jurisdictional Exchange (IJE) Agreement because they are 
included (see page 6 of the IJE Agreement). 
 

2. If there are several HS grantees in a state, how will PRAMS be notified which HS grantees are 
participating? 
The PRAMS oversampling participants will be identified by HS grantees and flagged by Vital Records 
Offices (VRO) on a monthly basis.  PRAMS programs will receive the participants’ information on a 
monthly basis from the HS sites participating in the PRAMS oversample.  All other linkages will be 
completed at one time in April 2018.    
 

3. A statement was just made that there is an assumption that the individual sites would have a data 
analyst on staff who will assist with this process. Why is this an assumption? I do not think all sites 
have someone like this on staff and particularly the Level 1 & 2's may be a burden difficult for 
them to put in place  
While all Healthy Start grantees may not have a data analyst on staff, grantees must have for their 
grant project someone dedicated to perform data and evaluation activities.  
 

4. Will there also be a DSA with HRSA outlining the terms of use for client level data? 
No, there will not be a Data Sharing/Use Agreement between HRSA and the HS grantees outlining 
the terms of use for client-level data.  Submitting client-level data is a program-reporting 
requirement.   
 

5. Do we need a DUA with Abt? 
No. Abt Associates is serving as the HRSA evaluation contractor intended to provide support for the 
national evaluation. The contract between Abt and HRSA includes appropriate provisions to protect 
the security and confidentiality of evaluation-related data. This contract also outlines the protection 
of personally-identifiable information (PII) handled on behalf of HRSA. 
 

6. At least one of our HRSA sites in multicounty.  How will that work for the non-HRSA PRAMS 
moms?  
If we understand the question correctly, HS participants will be matched with women in the same 
counties/census tract.  This should not affect sites that serve clients from multiple counties.   
 
 

7. So essentially we need to create 2 reports - one to send all data monthly to HRSA via xml format 
and another report for just linkage variables to VRO of eval consent = yes (format TBD by VRO and 
grantee), correct? 
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Yes, the first report using the XML format is for submitting data to the HSMED.  This is a program-
reporting requirement.  The second report will include the participants’ individual identifiers and 
this will be sent to grantee’s state/jurisdiction VRO.   
 

8. If I understand, sampling will begin with January 2017 births (April 2017 batch)?   
Correct. 
 

9. Has anyone developed an easily accessible script explaining to participants both the national 
evaluation and the data shared with HRSA for program services? We will be developing but I’d 
love to avoid reinventing the wheel. 
No this has not been developed.  
 

10. Will Abt have access to personal identifiers? 
Yes. Abt will have access to personal identifiers for the purpose of administering the Healthy Start 
Participant Survey. Identifiers may include the participants’ mailing and email addresses, and 
possibly her phone number.  The contract between Abt Associated and HRSA includes appropriate 
provisions to protect the security and confidentiality of evaluation-related data.  This contract also 
outlines the protection of personally-identifiable information (PII) handled on behalf of HRSA.  

 
Screening Tools & Data Collection 
11. If we are using the survey gizmo in the interim to collect screening tool data - how do we get that 

data back so that we can then send to VRO? 
Grantees will not need to send the screening tool data to the VRO.  Only a participant’s individual 
identifiers (please see list below) will need to be sent to the VRO.  
• Mother’s name  
• Mother’s date of birth 
• Mother’s address at time of delivery  
• Mother’s social security number 
• Mother’s race 
• Mother’s ethnicity 
• Mother’s Medicaid status  
• Number of pregnancies 
• Number of live births 
• Mother’s date of enrollment in HS 
• Mother’s Healthy Start Client ID # (this will be provided by your Healthy Start program) 
• Infant date of birth (or expected month or date of delivery if known) 
• Infant birth hospital  
• Infant sex 
• Infant name  
• Infant birthweight 

The items in bold are required.  

12. So we cannot use tools in Spanish until IRB approval? 
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Correct, tools should not be used until IRB approval for a Spanish-translated version is obtained.  
 

13. For those communities where Spanish is the primary language, how will data collection be 
handled given that translated tools will not be available for a couple of months?   
Data collection with Spanish-speaking clients, without Spanish-translated tools, will have be to 
collected to the best of the workers’ abilities in English.   

 
Client ID #s 
14. What is the Unique Healthy Start Client ID#, will these be assigned? 

Grantee programs assign unique client ID, which are unique identifiers up to 50 characters in length.  
Guidance regarding this assignment was sent to Healthy Start grantees on January 13, 2017.  If you 
have not received this information, please contact your project officer. 

 
15. If our database provides the client with a unique id, would this work? 

Yes, this should work. Please note, the client IDs must not contain any personally-identifiable 
information (PII), such as client names, social security number, date of birth, or geographic location. 
So long as the client IDs provided are alphanumeric strings up to 50 characters and do not contain 
PII, grantees are free to use whatever client IDs they choose. Additionally, grantees are responsible 
for maintaining a log of unique identifiers, as well as a key linking these unique identifiers to client 
names (stored in a secure and protected location). 
 

16. How can I change unique client identifiers if I need to? 
Future guidance on how to change unique client identifiers will be provided through the HSMED 
system training. 

 
Consent 
17. Please confirm - Client level data for the national evaluation will only be collected from those 

clients who sign the evaluation consent form, correct?   
18. So again for clarification, using the standardized screening tools does not automatically make 

participant data available for this evaluation.  Participants would actually have to give consent to 
be evaluated through this process, correct? 
[QUESTIONS 17-18]  Grantees must report client-level data to the new Healthy Start Monitoring and 
Evaluation Data System (HSMED), beginning in January 2017. This data will be reported to the 
HSMED regardless of whether the individual has consented to be a part of the national evaluation, 
and is intended to inform program monitoring and performance measurement for the Healthy Start 
Program.  Those individuals who do not wish to participate in the national evaluation will be marked 
in the system as non-consenters, and their information will not be included in the national 
evaluation. In other words, use of the standardized screening tools to facilitate data collection of 
information reported to the HSMED does NOT automatically make participant information available 
for the national evaluation IF that participant does not consent to participate in the evaluation. 
Participants have to consent to participate in the evaluation for their information to be included in 
the evaluation analysis.   
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19. For clarity please: Every participant has no choice about having their data being linked to the state 

vital records. If they don't want this state linkage they cannot be a participant...is this correct? 
They do have a choice about linking to PRAMS…is this correct? 
Linking to state vital records and PRAMS data are part of the Healthy Start evaluation.  Participants 
do not have to agree/consent to be included in the evaluation (e.g., linked to state vital records and 
PRAMS).  Participants that do not consent to be in the evaluation are still considered and may be 
counted as a Healthy Start participant.   

 
20. I thought we wouldn't even send the data to VRO if the participant does not want to participate in 

evaluation. 
21. My understanding was the HS/VRO linkage was opt in with written consent, not opt out.  Is this 

correct? 
[QUESTIONS 20-21]  It is correct that you will NOT need to send data to the VRO if a participants 
does not agree/consent to be in the evaluation.  It is also correct that linking to vital records and 
PRAMS data is an opt in option.   
 

22. When should we begin the process of requesting a participant's consent to participate in the 
evaluation study? 
This process can begin anytime, as the informed consent documents have received IRB approval and 
have been distributed to grantees.  
 

23. We were supposed to begin getting consents beginning January 1 along with the completion of 
the COIN screening tools. 
Correct. This process of obtaining informed consent (for both use of the Healthy Start screening 
tools and participation in the national evaluation), and administration of the screening tools to 
participants can begin as these documents have received IRB approval and have been distributed to 
all grantees.  
 

24. I had been told that HRSA was going to consider revising the national evaluation consent form to 
make it simpler/ more user-friendly / lower reading level.  Will a revised version be coming out 
soon? 
This is still under consideration by HRSA.  
 

25. Will HS grantees be required to participate in the IRB for this project? 
The current and approved IRB consent forms are designed to cover both the administration of 
Healthy Start services, and data collection using the new screening tools, as well as participation in 
the national evaluation.  Healthy Start grantees may use the approved HRSA IRB protocol (including 
consent forms) as a centralized approval, or may use their own consent forms/procedures ONLY for 
administration of services. Grantees will be required to administer the HRSA IRB consent forms for 
participants who would like to participate in the national evaluation.  
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26. How soon will a Spanish version of the consent and tools be available?    
The Spanish version of the consent and tools will be available when IRB approval is received.  This 
may take several weeks because HRSA is considering changes to the consent form to reduce the 
reading level.  
 

27. Why does the informed consent for the NE include VR matching when only those expecting will be 
matched? Shouldn't there be a separate consent for non-pregnant women other than consent for 
services? 
No, a separate consent is not needed for non-pregnant women.  The consent form simply outlines 
the steps involved in the evaluation should a participant become pregnant during 2017.  

 
Dissemination of template Data Sharing/Use Agreement 
 
28. Who was the template data sharing agreement sent to specifically within each program? 
The Data Sharing/Use Agreement was sent by NAPHSIS to the Vital Records Office in each of the Healthy 
Start jurisdictions.  Within the VRO office, the DUAs were sent to the Registrar (who has the legal 
authority to sign) and the VSCP Point of Contact (the contract that will provide the payment mechanism 
for the data).  The Data Sharing /Use Agreement was sent to the PRAMS program grantee.  The Data 
Sharing/Use Agreement was also shared with the Healthy Start Program Director.  This document is also 
posted on the Healthy Start EPIC Center website at: http://healthystartepic.org/healthy-start-
implementation/monitoring-data-and-evaluation/   

 
29. Has a copy of the agreement been to HS sites? 

Yes, the Data Sharing/Use Agreement was shared with the HS Program Directors, with the 
expectation that they forward it to their staff as appropriate.  This document is also posted on the 
Healthy Start EPIC Center website at: http://healthystartepic.org/healthy-start-
implementation/monitoring-data-and-evaluation/ 

30. How do we know if the Data Sharing Agreement was sent to the local VRO office or the State 
VRO? 
The Data Sharing/Use Agreements were sent to the Registrar (or Lead in charge of the VRO) of the 
State Vital Records Offices.  There is one per state. 
 

31. Who sent out the data share agreements?  
32. When did VS receive the agreement? How long will HRSA have it before sending out?  
33. When did the VRO receive the agreement? 
34. When can we expect to receive the authorized MCHB information for the agreement? 

[QUESTIONS 31-34]  The Data Sharing/Use Agreements were sent to VROs on 1/6/17 by NAPHSIS.  
Questions can be sent to Rbrown@naphsis.org.  The Data Sharing/Use Agreements were sent to 
PRAMS programs on December 15, 2016 and again on January 10, 2017 by Leslie Harrison of the 
CDC.  MCHB hopes to have a rapid legal review cycle.  

 
Process & Timeline for signing Data Sharing/Use Agreement 

http://healthystartepic.org/healthy-start-implementation/monitoring-data-and-evaluation/
http://healthystartepic.org/healthy-start-implementation/monitoring-data-and-evaluation/
http://healthystartepic.org/healthy-start-implementation/monitoring-data-and-evaluation/
http://healthystartepic.org/healthy-start-implementation/monitoring-data-and-evaluation/
mailto:Rbrown@naphsis.org
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35. I asked Jamelle whether submitting this document for VRO signature would be the responsibility 

of the grantee and she said no-HRSA would send to VRO for their signatures.  Does this still hold?? 
Yes, this is still true.  The Data Sharing/Use Agreements was sent to VROs by NAPHSIS for review and 
signature.   
 

36. When does the agreement go to VRO?  And whose responsibility is it to get it to them?  
The Data Sharing/Use Agreements were sent to VROs on 1/6/17 by NAPHSIS.  Questions can be sent 
to Rbrown@naphsis.org. 

 
37. Does the VRO take lead in getting the signature from the Healthy Start Program and then send on 

to MCHB? 
38. Who will coordinate the signing of the data sharing agreement?  Will HRSA send to HS, then HS 

will send to VRO's?  Not clear on how that is going to get done?  Can you elaborate?  
39. Does the VRO take lead in getting the signature from the Healthy Start Program and then send on 

to MCHB? 
[QUESTIONS 37-39]  No, the VRO often must recommend changes to comply with state regulations, 
thus will communicate those changes via NAPHSIS to MCHB for review until the signature process 
from the VRO side is complete.  Then the MCHB will provide the signed document to the HS and 
PRAMS grantees via their Project Officers.  This process enables NAPHSIS to track the status of each 
Data Sharing/Use Agreement until it is signed by the VRO. 
 

40. So the Healthy Start office waits to receive the VRO signed agreement from MCHB to sign? 
Yes, HRSA will be responsible for sending the Data Sharing/Use Agreement to Healthy Start grantees 
for signature.  Grantees will receive the Agreement (already signed by the VROs), directly from their 
Government Project Officers, to sign and return back to HRSA/MCHB.  
 

41. What is the process if we can't make a 3/27/17 deadline for the agreement? 
We understand the need to have review by legal and/or contracting teams, as well as review of 
proposed changes. Please notify Ron Hyman at r.hyman@comcast.net regarding special situations 
that impact achieving the desired timeline. 
 

42. From the Dec 8 HS webinar, we were told the timeline for getting this signed was Feb-May 2017 
with some sites prioritized for signing sooner and others closer to May. Is this still the plan? 
Yes, we are aiming at getting the VROs to revise and sign the Data Sharing/Use Agreement by 
3/15/17, and hope we can encourage states with PRAMS oversampling to send their signed Data 
Sharing/Use Agreements as soon as possible. 

 
43. The timeline is unrealistic for those programs with an internal IRB and legal department who must 

sign off in agreement. What is your plan and expectation for working around these obstacles? 
We understand the need to have review by legal and/or contracting teams, as well as review of 
proposed changes.  Note that this project is already covered by a national IRB, and this may speed 

mailto:r.hyman@comcast.net
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state-level review.  Please see CDC NCHS IRB - Transformed Healthy Start Evaluation 
Protocol_092716 for further information.  Please notify Ron Hyman at r.hyman@comcast.net 
regarding special situations that impact achieving the desired timeline. 
 

44. So if I understand correctly, the grantees don't sign anything until the VROs and MCHB signs? 
Correct. Once the VRO signs the Data Sharing/Use Agreement, it is returned to MCHB for review. 
The Healthy Start Project Officers will then send the Data Sharing/Use Agreement to grantees and 
PRAMS programs (where applicable) to sign and return to MCHB.  The final step is for HRSA’s Office 
of General Counsel to review changes to the document, reconcile changes, and then MCHB would 
sign the final document.  

 
Points of Contact 
45. Who will be coordinating contact among us (the grantee) and our VRO and PRAMS? 
46. Please provide grantees with information about who at VRO, MCHB is working with to sign the 

DUA. 
[QUESTIONS 45-46]  Within the VRO office, the Data Sharing/Use Agreements were sent to the 
Registrar or Lead, i.e., the person with the legal authority to sign for the VRO.  NAPHSIS is the point 
of contact for the VROs, the MCHB DHSPS Project Officers will be the contacts for their grantees.  
Abt and NAPHSIS will also provide technical assistance for this process. 
 

47. How will MCHB or whoever assist grantees to make sure this agreement is agreed to and signed 
by the VRO by the March 2017 deadline?  Who is the MCHB authorized rep?  
NAPHSIS will be tracking the revisions process and facilitating signatures from the VROs.  Grantees 
should get in touch with their Government Project Officers to facilitate this process.  

 
48. How do we know who our Point of Contact is with our state VRO? 
49. Does the state VRO initiate contact with HS grantee or should we be contacting the state 

registrar? 
[QUESTIONS 48-49] The Data Sharing/Use Agreement was sent by NAPHSIS to the Vital Records 
Office in each of the Healthy Start jurisdictions.  We encourage the VRO to contact the HS grantee, 
and Abt/MCHB can provide the contact information for the HS and PRAMS grantees. Formally, the 
Point of Contact is the Registrar at the Vital Records Office, but the Registrar or the lead person with 
authority to sign a DUA.  The programmatic aspects might be delegated to someone else by the 
Registrar.   
 
 

50. Can the rep from MCHB also clarify how we determine who should be listed as the designated 
representative of MCHB? 
MCHB will include this information when they receive the final signed Data Sharing/Use Agreement.  
This will most likely include DHSPS leadership.   
 

51. Who do we contact regarding specific questions on the variables listed in Table A1?   

http://files.constantcontact.com/ca804cec401/a917edac-a0e5-4b90-9e2b-3af5621ef104.docx?ver=1483557524000
http://files.constantcontact.com/ca804cec401/a917edac-a0e5-4b90-9e2b-3af5621ef104.docx?ver=1483557524000
mailto:r.hyman@comcast.net
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Abt will be the first point of contact for questions and technical assistance.  You may send questions 
to HealthyStartEval@abtassoc.com.  
 

52. Can HRSA provide contact names/info for the Healthy Start Programs? 
53. Is there a central contact person at MCHB and/or the CDC IRB for questions raised by the IRB 

review? 
[QUESTIONS 52-53]  There are currently two points of contact within the Healthy Start Program:  

(1) Johannie G Escarne 
CDR, US Public Health Service 
Acting Branch Chief – HRSA/MCHB/DHSPS 
jescarne@hrsa.gov 

(2) Christopher Lim 
CDR, US Public Health Service 
HRSA/MCHB/DHSPS 
clim@hrsa.gov 

Data linkage / File formats 
 
54. Out of the 14 linkage variables, we are only required to provide 4 bolded ones in the consent 

form, correct? 
Correct. We encourage you to collect as many of the linkage variables as possible, but the 4 bold 
ones in the list are essential to conducting the data linkage.  
 

55. What is the data file format for how the grantees are supposed to submit linkage variables to the 
VRO?  

56. What is the recommended file format for receipt from the VRO to MCHB? 
57. Please provide specifics soon about the format and process for Sharing Data via STEVE. 

[QUESTIONS 55-57] The file format and transmitting mechanism details should be mutually agreed 
to by both parties. For format, please reference Section 8 and Exhibit B of the Data Sharing/Use 
Agreement. For process, data sharing may be accomplished via STEVE because Healthy Start is an 
Authorized Data Partner under the Inter-jurisdictional Exchange Agreement.  The VRO would 
provide access to a STEVE mailbox for a Healthy Start user and begin sending files to that user via 
STEVE. Different jurisdictions may choose to use different mechanisms for sending it (e.g., STEVE, 
Secure File Transport).   
 

58. Does the data file format include flexibility for state added variables?  
It’s possible. HRSA will accept other data that the VRO is willing to provide. VROs should also refer to 
Section 5.b. of the DSA for more information.  
 

59. As I understand the request, VRO will be required to add a variable to the official birth file to 
indicate if the mother is a Healthy Start participant.  Is this correct? 

60. Is there an alternative to the VRO not adding the HS variable to the birth file? 

mailto:HealthyStartEval@abtassoc.com
mailto:jescarne@hrsa.gov
mailto:clim@hrsa.gov
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[QUESTIONS 59-60]  No. VRO is agreeing to keep the Healthy Start participants’ unique client-id and 
date of enrollment linked to the official birth and death files.  They are not altering the official files 
but rather furnishing linked information from the official files to MCHB with a Healthy Start 
participant ID to distinguish participants from non-participants. This information will be used to 
assist in linking records and data on birth outcomes.  

 
61. So we give the vital records office our data, and they know to send the linked data to you?   

Yes, as set forth in the Section 8.c. of the Data Sharing/Use Agreement, VROs will send the data to 
MCHB. 

 
62. When will the data sharing occur with VRO...is it done quarterly, annually, etc.? 

Reference Exhibit D of the Data Sharing/Use Agreement for the schedule of data linkage and 
transmission.  Please note that the requirements for the PRAMS oversample and annual linkage for 
all grantees are different. 
 

63. Please clarify, for VROs,  regarding specifically who receives the linked data file, what specific 
variables are to be in that file, what additional information is to be sent with the file, and if 
monthly files are to include HS participants and non-HS participant birth records.  Also, if a state 
has two participating HS, do we link and send two separate files?  
Data are being requested for a control group as well, please see data collection notes in Exhibit D of 
the Data Sharing/Use Agreement. 
 

64. Please clarify in the FAQ that the records being requested pertain only to those HS participants 
who match a birth record and/or death record on file with VRO.  Should VRO provide records for 
participants that do not match?  Confirm no other vital records for non HS participants are 
requested. 
Birth and/or death records are being requested for both Healthy Start participants and a control 
group matched based on county/census tract. VROs will be monitoring linkage rates but they will 
not be transferring unlinked identifiable information for HS participants.  Non-participants are part 
of the control group—we are requesting birth and death records.  Any state who chooses to link to 
fetal deaths would provide those for controls as well. 
 

65. Are non-pregnant women who did not give birth in 2017/early 2018 being matched with VR? I For 
the PRAMS linkage, we are supposed to report identifiers monthly. Would we only report for 
women who gave birth in the previous month? 
Only deliveries can be matched to a vital record; participants who deliver outside of the data 
collection window will not be matched or included. As stated in Exhibit D of the Data Sharing/Use 
Agreement, grantees should transfer identifiers for all consenting pregnant and postpartum 
participants with a known or expected delivery date in 2017.  The list should be updated and 
transferred monthly and include all enrollees, not just those who were known to have delivered as 
not all women will notify the grantee of their delivery status on a timely basis.  The VROs will link, 
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identify, and transfer any participant births that occurred in the previous month for PRAMS 
sampling. 
 

66. If we are doing monthly submissions, do we also need to do the one-time annual submission? 
Yes, you will need to do both. We  recommend doing an annual submission so that records can be 
matched that were not matched in the monthly files. 

 
67. Grantees (not doing PRAMS) should collect and hold onto the client identifiers (for those who 

consent and delivering in 2017 or early) and submit all the data one time in March 2018?  Is it just 
a data spreadsheet?  Does it matter if the client leaves the program before she delivers? 
Yes, as listed in Exhibit D, grantees should be collecting identifiers for all those who consent with a 
known or expected delivery between January 2017 and March 2018 and transfer those in early April 
of 2018.  The mechanism and format of this transfer should be agreed upon between the Healthy 
Start grantee and the state VRO as this may vary from state to state.  It does not matter if a client 
leaves the program before she delivers or if she enrolls after delivery; the extent of program 
participation will be analyzed in relation to outcomes and postpartum enrollees will serve as an 
important internal comparison group.  The strength of the evaluation will depend on linking all 
program participants, regardless of the level or timing of participation.   

 
Funding related to data linkage 
 
68. Are the sites having to pay for the implementation of the DSA? I don't understand this section. 

No. Sites will not be responsible for any payment related to the Data Sharing/Use Agreement. Those 
HS grantees who are also participating in the PRAMS oversample will receive a one-time 
disbursement to cover outreach, materials, and training to promote participants’ response rates to 
PRAMS. VROs are being paid per the Fee Schedule outlined in Exhibit C of the DSA.  
 

69. Will PRAMS states receive their funds once the DUA is signed as well? Will this be in multiple 
disbursements?  
Yes, PRAMS program will receive their funds once they sign the Data Sharing/Use Agreement.  This 
is expected to be one lump sum and not multiple disbursements.  
 

70. Will HRSA directly funding the data collection vendor for those states using a vendor? 
For Healthy Start grantees, VROs, and PRAMS program participating in the PRAMS oversample, 
funds will be disbursed through HRSA’s contract with Abt Associates.  HRSA and Abt are determining 
if funds can be sent directly to a state vendor/contractor and will provide this information when it is 
available.     

 
Specific questions about Data Sharing/Use Agreement document 
 
71. What does "By" mean on the signature page? 

This is the line where the individual placed their signature.  
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72. Many state agencies have provisions and requirements that are appended to standard 

agreements, in our case in Kansas we have a financial conditions attachment and a whistleblower 
requirement that will need to be attached to the overall agreement.  How should those 
attachments be referenced in the document? 
Additional attachments should be referenced in the body of the agreement and then labeled in a 
consistent manor (for example, as Exhibits E, F, etc.). 

 
73. The date I have on my data use agreement is 8/26/16. Is this the final version? 

Yes, the version dated 8/26/16 is the final and approved version. This is the version distributed on 
January 6, 2017, is the version to be used by VROs and adapted to meet their specific requirements. 
The VROs will return the document with their changes to NAPHSIS. 

 
Other 
 
74. Some states can't share records that pertain to AIDS or Adoption.  In Kansas we can't share those 

records with anyone. Should that be included in our agreement provisions? 
Special situations such as in Kansas should be included in the agreement to ensure all parties are 
aware of and understand what the data will and won’t include. 

 
75. Please address grantees with participants who give birth at a hospital in a different state than 

those in which the participants reside. 
VROs share data with each other such that the state of residence will find out about occurrences out 
of state. 

 

 


