Summary of Changes to PRAMS Model Protocol version 4 

 Distributed August 2006

Version 4 of PRAMS model protocol incorporates changes related to the following:

WebCATI implementation

Change in research determination and IRB requirements

Human subjects protections for prisoner subjects

Expansion of project to 9 additional sites

Changes in birth file submission process

Chapters/Appendices affected by revision:

Chapters 1, 3, 6, 9, & 10 

Appendices A, U, V, W, & Y
Summary of Major Changes to CATI Version of PRAMS Model Protocol

Updated the date of distribution in the Footnote to June 2005 throughout chapters and appendices. 

Red font = changes made after distribution in August 2005 (post CDC IRB approval)

Table of Contents 
Updated page numbers where appropriate.

Added new appendices (V through Y) to the table of contents 
Chapter 1 (Introduction)

1.2:
Updated the history of PRAMS to include implementation of Phase 5 survey and CATI implementation. Updated the year to reflect 2006 implementation date (2nd to last paragraph- page 1-4)

1.3:
Added CATI training materials to list of other materials available from CDC.   Updated the year to reflect 2006 implementation date (1st paragraph – page 1-5)

Chapter 3 (Staffing)

3.2:
Minor changes to duties/responsibilities of Project Coordinator:

Bullets 3 and 11:  adding Web-CATI training and Web-CATI proficiency respectively.

3.3: 
Minor changes to duties/responsibilities of Data Manager:

Bullet 3: Added Web-CATI proficiency.

3.4:
Refer reader to Appendix X  for  contracting guidelines.  


Task Box: Removed duties of CATI development from potential contractor responsibilities.


3.9b:
Telephone interview training – Added paragraph describing Web-CATI training materials and training requirements.

3.9c:
Data Collection Systems Training – Added several items pertaining to Web-CATI including the policy that states cannot have access to Web-CATI prior to their initial installation site visit, who should receive Web-CATI training, and mentioning the technical support provide by RTI.

Chapter 5 (Data Collection)

5.3b.ii:Disadvantage of telephone surveillance


Added new barrier describing proliferation of cell phones.

Modified barrier to include mention of Privacy Managers.

5.4a:
Updated the history of the questionnaire (phase 5 development and implementation).

5.4c.i: 
Updated core information to reflect topics on Phase 5 survey (income, HIV testing)

5.4c.11: Updated standard question information to reflect new topics on Phase 5 survey (fertility, HIV testing, physical activity)

5.4h.ii:
Added definition and description of CATI system for telephone interviewing. Updated the year to reflect 2006 implementation date (2nd to last paragraph- page 5-13)

5.5a-vi: Added that the CATI system also helps manage the contact schedule. 

5.5b:  Removed completed and removed telephone interviews from the items recorded in PRAMTrac.  They will now be recorded in CATI.


Distinguished features performed by PRAMTrac from those performed by the standard CATI system.


Added description of the information that passes between the PRAMTrac and CATI systems.

5.5c:  Broke out former section 5.5c titled “Determining Whether or Not a Response Should be Pursued” into two new sections, 5.5c renamed to “Dealing with Ineligible Mothers” and 5.5d “Determining Whether to Pursue a Response for Eligible Mothers”.

Added subparts iii to vi to describe additional situations where a mother is ineligible for PRAMS including out-of-state residents, fetal deaths, duplicate twins, and other possible ineligible mothers. 

Removed deceased and incapacitated women from the list of women ineligible for PRAMS to conform to survey research standards.  

5.5d:
(New section)  “Determining Whether to Pursue a Response for Eligible Mothers”.

Deceased and incapacitated women are now defined as eligible for PRAMS.  Added discussion of how to now handle deceased and incapacitated women.  They are recorded using the Drop Mom feature but still count towards the denominator in response rate calculations.  Added information on when this change went into effect.

Moved paragraph on unusual cases that should still be pursued from section 5.5c to 5.5d.

Added paragraph discussing situation where a mother or family member refuses to participate or requests that no further contact be made.

5.6f:
Added that follow-up of incomplete mail surveys by telephone should be done outside of the CATI system.

5.7b:
Added that telephone interviewers must also be trained in the CATI system.

5.7c:
Added that the Web-CATI CMS system will automatically schedule calls and track appointments.


Added that Web-CATI will keep multiple phone numbers active for a mother until one has been identified as the correct number.


Indicated that call results are now entered into the Web-CATI CMS system.


Added the CATI How To guide as a reference.

5.7d:
Modified to indicate CATI is now the standard approach for telephone interviewing.  

Added information on the data sharing agreements, that states have the  option whether or not to upload identifiers on CATI, and briefly describe the process if identifying information is not uploaded into CATI.

Describe the three situations where it is appropriate to record telephone interviews outside of CATI :

Bullet 1: When mothers call into the health department and the interview is conducted on the spot.

Bullet 2 : When a partial mail survey is followed up to be completed by telephone.

Bullet 3: Interviewers working offsite that do not have access to the Internet.

5.7d (developmental task box):
Modified to now specify whether a state will upload identifiers or not.  Previously specified whether a state would use a CATI system or not.

5.8:
Added that several options exist for monitoring CATI interviews. 

Chapter 6 (Data Management)

6.1a:
Updated number of software CDC provides at no cost from seven to eight. 

6.1aii:
Removed wording about QDS functions (words “and telephone” deleted).  This program no longer houses responses from telephone questionnaires.  

6.1aiii:
Removed wording about Comment functions (word “verbal” deleted).  This program no longer used to record comments from the telephone questionnaire.  

6.1viii: Added description of the Web-CATI system. 

6.1b:
Added information on states responsibilities for monitoring phone interviews (words “and monitoring phone interviews” added)   

6.1biii: Added description of Real VNC Screen Capture Software, the new  

preferred software for screen capture. Removed Tridia VNC Screen Capture Software description (9/05). 
6.2:
Added four new Computing Platform requirements added 

· Internet Explorer 5.0 or higher/ Netscape 6.0 or higher
· High speed Internet connection for all interviewer computers
· Phone headsets for all interviewers


· Voice capture capability (dependent on phone system) for monitoring 
Minor wording changes made, “and the PRAMS shell will” to clarify function of program.

6.3b:
Added description of Web-CATI backup system, with reference to the new Appendix “V” 


Deleted wording “and telephone, stPH#.QPD, stPH#.QDW” indicating telephone data will no longer be in the contents of QDS data files.

6.4:
Minor wording changes made to clarify function of program (and the 

PRAMS shell program)

Added short description of Web-CATI security plan with reference to new Appendix “V” .  Along with three bulleted actions states can implement to protect data. 

6.5d:
Added wording regarding information placed in the Operations and telephone details collected by the CATI system and downloaded into PramTrac. 

6.5e:
Deleted wording “and telephone”, indicating that Questionnaire files will no longer produce a telephone questionnaire data file. 

Added wording to reflect that the new Web-CATI will produce the telephone questionnaire data file. 

Updated this section to reflect the modified naming convention of QDS.XPT files 

6.5f:
Additional wording placed in this document describing the generation of telephone comment output files by the Web-CATI system.  Added description of how the Comment program will import the CATI phone comments and output a combined mail and telephone comment file.

Updated this section to reflect the modified naming convention of QDS.XPT files 

6.6b:
Added the word “mail” to clarify the data entry verification process now only applies to response recorded from mail questionnaires.  

Deleted “and telephone” to clarify that it will no longer be necessary to verify telephone responses in this manner.  

Added description of the new procedure for checking keying errors in the Web-CATI system.    

6.6c:
Added reference to the “PRAMS “How to” guide, CATI Manual” 
6.6d:
Added “CATI” to table of files submitted to the CDC. The Comment output file will now contain data from CATI.  

6.7:
Minor wording additions/deletions to reflect the reports produced by QDS 

indicating that the verification process report only summarizes the process 

for the mail data, (deleted “st#-PhoneVerifyReport.rtf” from list of reports QDS produces). 

Chapter 10 (Human Subjects)

10.2:
Added two sentences to second paragraph of Protocol task box regarding the programming of telephone text into CATI and the proper procedures/notification of any changes that need to be made. 

Added wording regarding required modifications informing participant of the possibly recording of telephone interview.   

10.4
Added information to policy concerning sharing identifiable information to include CATI programmers.  There may be special circumstances where it is required to share information with technical support staff to address software issues. 

Wording also specifies the states responsibility to verify any individual given access to identifiable information has signed a confidentially pledge.  

Chapter 12 (Glossary)

Added definitions “Computer Assisted Telephone Interview” and “Research

Triangle Institute” to glossary. 

Appendix A (CATI Guidelines)

This Appendix has been completely reworked to focus entirely on the Web-CATI system.  The materials in former Appendix A that related to guidelines for setting up contracts for telephone operations have been moved to Appendix X – Contracting Guidelines for Telephone Data Collection.

The appendix is divided into four main sections:

I
CATI Background

II
Development of the PRAMS CATI System

III
Ongoing Implementation and Operation of the PRAMS CATI System

IV
CATI Questionnaire Revision

Section I provides updated background information on the new Web-CATI system including platform, user access, technical support, and initial development and implementation.  

Section 1:
Updated the year to reflect 2006 implementation date (3rd paragraph-page A-2)

Section II is divided into several subparts which include:

A:
Materials Provided to CATI Programmers by CDC PRAMS 

B:
State-specific Materials Provided to CATI Programmers
C:
Testing the System

D:
Training

E:
Responsibilities of State through Development Phase

Protocol Task box added: Provide information on all state PRAMS staff and contractors with access to the CATI system and the roles and privileges assigned to each.

Section III describes 6 ongoing state responsibilities with respect to the PRAMS CATI system.

Section IV identifies the CATI development steps from Section II that must take place whenever a questionnaire revision occurs.

Appendix G (Standardized Telephone Introduction for PRAMS)

Added wording to second paragraph (1st page) discussing the implementation of the standard Web-CATI.  Information also provided with regard to disposition codes and the programming of individual state introductions for special situations.  

Added required prisoner language to the telephone introductions.

New - Section 7 – New section to document any special text added at the conclusion of the telephone interview that must be programmed into the CATI system. 

Page G-1:
Updated the year to reflect 2006 implementation date (2nd paragraph)
Appendix I (Mail Informed Consent)

Added required prisoner language to the mail informed consent. 

Appendix M (Interviewer Monitoring Procedures)

Deleted “Noted” located at the beginning of the page because this information is no longer applicable.  

Added wording in second paragraph regarding the responsibility of the monitor to ensure the CATI work station is secure.

Updated the location of the Individual Monitoring Form and The PRAMS Summary Monitoring Report in second and third paragraph of “Procedures”. 
Added wording that identifies the additional responsibility of the monitor to verify the telephone interviewer is keeping completed paper interviews and CATI work station secure.  

Additional wording was also placed in the last sentence of the “Procedures” section to indicate that the CATI system should be exited at the end of each shift. 

Added “Monitoring Approaches with Web-CATI” section which outlines CATI monitoring procedures and options.  This section also includes a Protocol task box asking for state specific monitoring practices and the identification of staff responsible for monitoring interviewers. 

Added “Legal Implications of Monitoring” section disclosing the implications some states may face regarding recorded telephone interviews and the responsibility of the state to research their state requirements.  This section also includes a Protocol Task box requesting state specific information on one or two party consent laws and suggested text if it is a requirement for them to place additional verbiage in their telephone script.  The proper guidelines for implementing such a change is also defined.  
Appendix Q (File Layouts)

First paragraph added Web-CATI as one of the CDC-provided software systems that produce output files to be sent to CDC.

Section 4 :  Changed Phase 4 to Phase 5.

Appendix V (CATI Data Security Plan)

New – not previously included in protocol
Appendix W (Data Sharing Agreement with RTI)

New – not previously included in protocol
Appendix X – Contracting Guidelines for Telephone Data Collection.

The content of this appendix was taken from the previous Appendix A “CATI Guidelines”.  The title has been changed and additional wording has been included to reflect the contracting guidelines for telephone data collection.

Although it is acknowledged that states may choose to contract out all data collection activities, the activities described here are limited to contracts covering only telephone data collection.  Introduction focuses on the advantages of contracting out telephone data collection, the policies of the CDC grants office with regards to contracts under the PRAMS cooperative agreement, and outlines the rest of the appendix.

The remainder of the appendix is divided into three main sections:

I
Issues to be Addressed in the Arrangement of a Contract  (the topics within this section have been rearranged and some new topics added)

II
Start-up Activities for a Telephone Contract
III

Ongoing Implementation and Operation of Telephone Data Collection

Section 1.A:
(New) Use of Web-CATI System – Contractors are now required to use the Web-CATI system and may no longer program their own CATI software.

Updated the year to reflect 2006 implementation date (2nd to last paragraph- page X-1)

Section 1.B:  (New) Telephone Number Searches – States must decide who will be responsible for telephone number searches.  If this is a contractor responsibility, there are file transfer issues to consider.

Section 1.C: File Transfers – Revised – With Web-CATI file transfers may be done directly with the state eliminating the need to send data file back and forth between state and contractor.

Section 1.D: COMMENT Data – Added information about entry of comment data in Web-CATI.

Section 1.E: Operations Data – Added information about how operations data is recorded in Web-CATI.

Section 1.G: Database Back-ups – Revised – With data no longer housed on local or network drives, file back-up in Web-CATI is now the responsibility of the CDC CATI contractor.

Section 1.H: System Interruptions – Added information about having hardcopy surveys available as a back-up.

Section 1.J: Interviewer/Supervisor Training – Added information about Web-CATI training materials and policies.

Section 1.L: Telephone introduction – Added that the introductory script is programmed into the Web-CATI system.

Section 1.M: Call-back Procedures – Removed portion relating to CATI systems that can only handle one telephone number per mother.  Added information on how to enter call results into Web-CATI.

Section 1.P: (New) Testing the CATI System – Describes procedures for testing the CATI system prior to implementation of telephone data collection.  

Section IIA. Responsibilities of State through Start-up Phase:  Removed old items i – iv and vi  that related to developing a state-specific CATI system. 

Section IIA.ii: (New) – Provide CATI documentation and training videos to contractor.

Section IIA.iv: (New) – Setting up CATI user accounts.

Section IIB. Responsibilities of Contractor through Start-up Phase: Removed old items i, ii, and v that related to programming a state-specific CATI system.  Removed Protocol Task Box related to developing a timeline fro CATI programming.

Section IIB.iii: (New) – Participating in CATI trainings.

Section IIB.iv: (New) – Assigning Web-CATI roles and responsibilities.

Section IIB.v: (New) – Testing Web-CATI in cases of questionnaire revision or initial data collection for state.

Section III A. 

Section IIIA.i: (New) – Periodic monitoring of all contractor activities.

Section III A. v. : Removed wording, “Conduct quarterly human subjects training with all interviewers and the supervisor”. Updated this section to read…”Conduct human subjects training annually with all interviewers and the supervisor, with the exception of new employees or a breach in protocol”.  

Section III B. 

Section IIIB.ii: - Modified to indicate data entry in CATI should be completed in a timely manner.  Contractor is no longer submitting data files to state.

Section III B v : Updated wording to read, “Ensure that all interviewers and the supervisor participate in quarterly human subjects training”. 
Section IIIB.iv: - Added that new interviewers should become familiar with the Web-CATI system before using it.

Section IIIB.viii: (New) – Contractor should participate in site visits, National Meetings, and other PRAMS activities as requested.

Appendix Y (CATI File Layouts)

New – not previously included in protocol

Contains file layouts for the three files transferred between PRAMTrac and Web-CATI.
Summary of Changes to PRAMS Model Protocol – Distributed June 2006

Chapter 00 (Table of Contents)

Updated table of contents to reflect change in page numbers and change in title for Chapter 10.

Chapter 3 (Staffing)

3.2:
Clarified duties/responsibilities of Project Coordinator as they relate to IRB review.  In addition to applying for initial and annual IRB approval, the coordinator is responsible for reporting any adverse events to the CDC.

Chapter 6 (Data Management)

6.4:
Updated Data Security and Personal Identifiers: 

· Included the time frame for weighting as a time when CDC PRAMS team has implemented procedures for taking greater care when handling personal identifiers. 

· Included WebCATI in the list of software applications for which CDC or CDC contractors provides support.

· Added bullet regarding limited access to files with personal identifiers by CDC and the CDC contractor.   

6.8e
Added information about process for sending the birth file to CDC and the limited accessibility to the birth file by CDC staff. We now instruct state staff to submit the birth file to CDC using the Secure Data Network (SDN). The birth file is submitted to the primary weighting statistician and is accessible only by the CDC PRAMS weighting statistician and computer network personnel responsible for assigning data access-privileges.  These parties have obtained CDC security clearance and have been trained in the handling of confidential and sensitive data.

Chapter 9 (Timeline)

9.1:
Starting with the 2006 grant cycle, IRB approval is required for states conducting PRAMS research. Language regarding IRB not being required or referring to non research determination has been deleted. 

Chapter 10 (Human Subjects)

10.1:
Changed title of the chapter to Institutional Review Board (IRB) Protocol Submission and On-going Adherence to actively reflect protocol submission and review process. Starting with the 2006 grant cycle, IRB approval is required for states conducting PRAMS research. Clarified that CDC does require local IRB review by an institution that is federally assured. States must ensure that their local IRB has a current Federal-wide Assurance (FWA) number.  All states must have the local IRB review completed prior to data collection (e.g., drawing the first sample from vital records and importing the sample into PRAMTrac).  
Provided definition of adverse event and stated that all adverse events must be documented and reported to the CDC and the state’s local IRB.  CDC is required to report all adverse events to the CDC IRB as they occur. 

10.1 (protocol development task):


Request a copy of the renewal letter each year with the continuation application for states that after they undergo review.
10.2 (protocol development task):

Noted that any changes to informed consent documents must have prior written approval from the CDC IRB and that the CDC contractor providing support for WebCATI is not authorized to make changes to any state’s telephone script without prior written approval from CDC.

10.3c  Prisoner Subjects: Actions Required Since PRAMS Research May Involve Prisoners As Subjects  – new section


Added paragraph on prisoners subjects to special considerations section. 


The waiver to include prisoners as subjects in PRAMS was previously approved. This section is updated for clarification purposes.
10.4    Protecting the Privacy of PRAMS Data

Clarified bullet regarding access to identified data. Only a few individuals from CDC and the CDC contractor may have access to identified data. In all other cases, data sent to CDC will be de-identified.

Chapter 12 (Glossary)

Added a definition for “adverse event” and “Federal Wide Assurance (FWA)” and clarified definition for Research Triangle Institute (RTI).  

