Texas Birth Defects Registry
Record-Level Data Request Form
Birth Defects Epidemiology and Surveillance Branch
Background: The Birth Defects Epidemiology and Surveillance Branch (BDESB) reviews requests for individual record-level Texas Birth Defects Registry (TBDR) data before researchers submit an application to the Department of State Health Services (DSHS) Institutional Review Board (IRB). 
Instructions: Complete this form and return via email to birthdefects@dshs.texas.gov and/or your BDESB program contact as a Word document. Once approved by BDESB staff, guidance will be provided on using the DSHS IRB OneAegis System to proceed with your application. The final BDESB-approved version of this form will be part of your IRB application packet.
Be sure to follow additional section-specific instructions provided throughout the form. Failure to follow the instructions will result in delays in processing your request.
I. Study Information
I. Study Information 
Request Type	Select from dropdown. 	Today’s Date	Select from dropdown. 
Protocol Title	Click to enter text. 
DSHS IRB Number (renewals/amendments only)	Click to enter text. 
Principal Investigator (PI)
Last Name	Click to enter text. 	First Name	Click to enter text. 	Degrees	Enter text. 
Title/Dept	Click to enter text. 
Institution/Org	Click to enter text. 
Mailing Address	Click to enter text. 
Phone Number	Click to enter text. 	Email	Click to enter text. 
Secondary Contact (if submitting as a student, enter your faculty advisor’s information)
Last Name	Click to enter text. 	First Name	Click to enter text. 	Degrees	Enter text. 
Title/Role	Click to enter text. 
Institution/Org	Click to enter text. 
Mailing Address	Click to enter text. 
Phone Number	Click to enter text. 	Email	Click to enter text. 
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Please do not attempt to alter this form. Document protection settings are enabled to prevent changes to any part of the form other than entering information into the form fields. 

II. Description of Proposed Study
II. Description of Proposed Study 
a) Complete the HRP-302 Protocol (Legacy Form) and attach. See IRB Application Writing Guidance on the DSHS website for instructions, explanations, and example responses to the protocol prompts.	b) Summarize your proposed study below focusing on the aspect of your research that involves TBDR data, including how TBDR data will be used and why it is needed to achieve your study aims. 
Provide a brief summary of the proposed study. 
Click to enter text.


III. Birth Defects Selection
III. Birth Defects Selection 
List the specific birth defects/defect groups of interest for your study and the corresponding birth defect codes/range of codes. See the TBDR Data Dictionary for birth defects and codes that are monitored by the TBDR (variables/data items: 117. BPA code & 118. BPA4 code).	Select defects that are relevant to your study only. Applications are reviewed from the perspective of minimum data release necessary to accomplish study aims.	To add more rows: Click the bottom row of the table to activate the blue plus sign on the right;       
click the blue plus sign to add additional rows as needed. 
Birth Defect Descriptions (Diagnosis/Condition)	Birth Defect Codes
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
Click to enter text.	Enter code(s).
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IV. Subject Population
IV. Subject Population (Inclusion/Exclusion Criteria) 
Years of Delivery	Complete statewide data are available starting with delivery year 1999 through the latest delivery year available in the TBDR Annual Report published on our website. 	It takes approximately three years after the end of a delivery year to collect, quality control, consolidate, and produce analysis files that are considered complete (defined as including at least 95% of all birth defect cases among Texas residents each year).	Studies requesting the most current information available will receive incomplete data.	Starting Delivery Year: Enter year. 	Ending Delivery Year: Enter year.  
Geographic Area (based on mother’s residence at delivery)  	Select one of the options below. See Texas County Numbers and Public Health Regions for more information. 	☐ All of Texas 	☐ Select public health region(s) in Texas (specify): Click to enter text. 	☐ Select county/counties in Texas (specify): Click to enter text. 	☐ Other location in Texas (specify): Click to enter text. 
Infant/Fetal Sex: Select from dropdown. 
Pregnancy Outcomes (select all that apply)  	☐ Live birth 	☐ Spontaneous fetal death 	☐ Induced termination of pregnancy 	☐ Unspecified fetal death/termination of pregnancy
Diagnosis Status (select one)  	Routine reports and analyses by BDESB include definite diagnoses only. However, a small percentage of cases have possible/probable diagnoses. 	☐ Only definite diagnoses (default/recommended)  	☐ Both definite and possible/probable diagnoses (see possible/probable variable in Data Dictionary) 
Cases (individuals) with Multiple Birth Defect Diagnoses  	Some cases have additional or co-occurring birth defects other than the defect(s) requested. Do you want information about other birth defects a case may have? (select one)  	☐ Include all defect diagnoses for the selected cases (default)  	☐ Include only the defects listed in the Birth Defects Selection table above. 
Comments, Clarifications, and/or Additional Selection Criteria 	Click to enter text. 
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V. Variable/Data Item Selection
V. Variable/Data Item Selection 
Please thoroughly review all of the instructions below and be sure that you understand all aspects of the variables and their sources before attempting to complete the variable checklists. 	Failure to complete variable checklists correctly will result in delay of IRB approval. If you have any questions or need clarification on the information below, email birthdefects@dshs.texas.gov and/or your BDESB program contact before attempting to complete the checklists.
Mark the check box for each variable/data item you’d like to request for your study.	Select variables that are relevant to your study ONLY. Applications are reviewed from the perspective of minimum data release necessary to accomplish study aims. 	Only the variables/data items selected in the checklists will be provided in the dataset. 	Variables/data items are numbered to match their numbers in the TBDR Data Dictionary.
Variable Notations	BDESB advises thorough review of the TBDR Data Dictionary for any variables with notations to ensure you are fully informed about any caveats/limitations before requesting these variables.	L	Variable has Limitations ››› Limited years available; missing data; see data dictionary for details. 	C	Variable has Confidential Data ››› Personally identifiable information; requires IRB approval. 
Data Source	Variables/data items are sourced from Medical Records (TBDR) and Vital Records (CHS). Many demographic data items are available from both medical and vital records sources. 	Variables sourced from vital records will require additional approval from the DSHS Center for Health Statistics (CHS) and will lengthen the IRB approval process.	For applicable variables, use the dropdown menu to select the preferred data source:	▶	Medical Record (TBDR)  	▶	Vital Record (CHS)  	▶	Combined (Vital)	››› Vital records have precedence for the combined variable. 	▶	Combined (Med)	››› Medical records have precedence for the combined variable. 
Justification	A written justification must be provided for selected variables that contain the following:	Confidential Data  	Vital Records Data (i.e., data source column contains any of the following)  	▶	Vital Record only (CHS) or Vital Record (CHS) 	▶	Combined (Vital) or Combined (Med)	Please note: selecting Combined as the data source requires justification because a portion of the records will contain data sourced from Vital Records, regardless of precedence. 	The following notations in the placeholder text indicate the reason justification is needed: 	[C]	Variable contains Confidential Data 	[V]	Variable contains Vital Records Data (including combined) 	Justifications should contain a sufficient level of detail to enable IRB Members with varying areas of expertise and experience to evaluate your application properly. Factors often cited in justifications include: data linkage, independent/dependent variables, potential confounders, data analysis, outcomes of interest, mapping, etc. 
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A. Standard Variables Checklist 
A. Standard Variables Checklist

  
	#	Variable/Data Item	Data Source	Justification
☒		Case identification number	[Primary Key] 	[Always included] 
Infant/Fetus Variables
☐		Infant’s date of birth [delivery]	Select source.	Add justification [if V].
☐		Infant’s year of birth [delivery]	Select source.	Add justification [if V].
☐		Infant’s sex 	Select source.	Add justification [if V].
☐		Infant's birthweight	Select source.	Add justification [if V].
☐		Clinical classification of infant	Med Record only (TBDR)	
☐		Severity of infant’s birth defects	Combined only	Add justification [V].
☐		Infant’s date of death	Select source.	Add justification [if V].
☐		Infant died (at any time)	Select source.	Add justification [if V].
☐		Infant died under 1 year of age	Select source.	Add justification [if V].
☐		Infant’s newborn screening number C	Med Record only (TBDR)	Add justification [C].
☐		Infant’s first name C	Select source.	Add justification [C/if V].
☐		Infant’s middle name C	Select source.	Add justification [C/if V].
☐		Infant’s last name C	Select source.	Add justification [C/if V].
Pregnancy Variables
☐		Pregnancy outcome 	Select source.	Add justification [if V].
☐		Plurality (of this pregnancy)	Select source.	Add justification [if V].
☐		Birth sequence (for plural births)	Vital Record only (CHS)	Add justification [V].
☐		Delivery method L	Vital Record only (CHS)	Add justification [V].
☐		Date of last menstrual period (LMP)	Select source.	Add justification [if V].
☐		Clinical estimate of gestational age (at delivery)	Select source.	Add justification [if V].
☐		BDESB-calculated estimate: date of conception	Select source.	Add justification [if V].
☐		BDESB-calculated estimate: gestational age	Select source.	Add justification [if V].
☐		Source of BDESB-calculated estimates: 
date of conception & gestational age	Select source.	Add justification [if V].
☐		Prenatal care L	Vital Record only (CHS)	Add justification [V].
☐		Gestational month that prenatal care began	Vital Record only (CHS)	Add justification [V].
☐		Date of first prenatal visit L	Vital Record only (CHS)	Add justification [V].
☐		Number of total previous pregnancies	Med Record only (TBDR)	
☐		Number of previous live births	Select source.	Add justification [if V].
☐		Number of previous pregnancies that did not end in a live birth	Vital Record only (CHS)	Add justification [V].
☐		Principal source of payment for this delivery L	Vital Record only (CHS)	Add justification [V].
☐		Delivery facility city	Vital Record only (CHS)	Add justification [V].
☐		Delivery facility name C	Select source.	Add justification [C/if V].
Mother Variables
☐		Mother’s date of birth	Select source.	Add justification [if V].
☐		Mother’s age	Select source.	Add justification [if V].
☐		Mother’s age group 	Select source.	Add justification [if V].
☐		Mother’s race	Select source.	Add justification [if V].
☐		Mother Hispanic	Select source.	Add justification [if V].
☐		Mother’s Hispanic origin 	Vital Record only (CHS)	Add justification [V].
☐		Mother’s race/ethnicity (TBDR 6-group version)	Select source.	Add justification [if V].
☐		Mother’s race/ethnicity (TBDR 5-group version)	Select source.	Add justification [if V].
☐		Mother’s race/ethnicity (TBDR 4-group version)	Select source.	Add justification [if V].
☐		Mother’s birthplace	Vital Record only (CHS)	Add justification [V].
☐		Mother’s education (by year) L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s education (collected in 8 groups) L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s education group (3 groups)	Vital Record only (CHS)	Add justification [V].
☐		Mother had diabetes at any time L	Vital Record only (CHS)	Add justification [V].
☐		Mother had diabetes diagnosed prior to this pregnancy L	Vital Record only (CHS)	Add justification [V].
☐		Mother had diabetes diagnosed in this pregnancy L	Vital Record only (CHS)	Add justification [V].
☐		Mother had hypertension diagnosed prior to this pregnancy L	Vital Record only (CHS)	Add justification [V].
☐		Mother had gestational hypertension L	Vital Record only (CHS)	Add justification [V].
☐		Mother had eclampsia L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s height L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s pre-pregnancy weight 	Vital Record only (CHS)	Add justification [V].
☐		Mother’s pre-pregnancy Body Mass Index (BMI) L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s pre-pregnancy BMI group L	Vital Record only (CHS)	Add justification [V].
☐		Mother’s maiden name: first C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s maiden name: middle C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s maiden name: last C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s current name: first C	Select source.	Add justification [C/if V].
☐		Mother’s current name: middle C	Select source.	Add justification [C/if V].
☐		Mother’s current name: last C	Select source.	Add justification [C/if V].
Father Variables
☐		Father’s date of birth	Vital Record only (CHS)	Add justification [V].
☐		Father’s age 	Vital Record only (CHS)	Add justification [V].
☐		Father’s age group	Vital Record only (CHS)	Add justification [V].
☐		Father’s race L	Vital Record only (CHS)	Add justification [V].
☐		Father Hispanic	Vital Record only (CHS)	Add justification [V].
☐		Father’s Hispanic origin	Vital Record only (CHS)	Add justification [V].
☐		Father’s race/ethnicity (TBDR 6-group version)	Vital Record only (CHS)	Add justification [V].
☐		Father’s race/ethnicity (TBDR 5-group version)	Vital Record only (CHS)	Add justification [V].
☐		Father’s race/ethnicity (TBDR 4-group version)	Vital Record only (CHS)	Add justification [V].
☐		Father’s birthplace 	Vital Record only (CHS)	Add justification [V].
☐		Father’s education (by year) L	Vital Record only (CHS)	Add justification [V].
☐		Father’s education (collected in 8 groups) L	Vital Record only (CHS)	Add justification [V].
☐		Father’s education group (3 groups) L	Vital Record only (CHS)	Add justification [V].
☐		Father’s first name C	Select source.	Add justification [C/if V].
☐		Father’s middle name C	Med Record only (TBDR)	Add justification [C].
☐		Father’s last name C	Select source.	Add justification [C/if V].
Mother’s Residence at Delivery Variables
☐		Mother’s residence at delivery: State	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: City	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: Inside city limits	Vital Record only (CHS)	Add justification [V].
☐		Mother’s residence at delivery: County (Name)	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: County (CHS code)	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: County (FIPS code)	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: Border 14 (BDESB)	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: Public Health Region	Select source.	Add justification [if V].
☐		Mother’s residence at delivery: Street address C	Select source.	Add justification [C/if V].
☐		Mother’s residence at delivery: Zip code C	Select source.	Add justification [C/if V].
☐		Mother’s residence at delivery: Latitude C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Longitude C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Census tract (2020) C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Census tract (2010) C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Census tract (2000) C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Census tract (1990) C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Geocoding accuracy (simplified) C	Vital Record only (CHS)	Add justification [C/V].
☐		Mother’s residence at delivery: Geocoding date C	Vital Record only (CHS)	Add justification [C/V].
Standardized Geographic Variables by County (based on mother’s residence at delivery)
☐		Health Service Region (HSR)	Med Record only (TBDR)	
☐		Border 15	Med Record only (TBDR)	
☐		Border 32 (La Paz)	Med Record only (TBDR)	
☐		Metropolitan Statistical Area	Med Record only (TBDR)	
☐		Metropolitan Divisions	Med Record only (TBDR)	
☐		Metropolitan Area 2013	Med Record only (TBDR)	
☐		NCHS 2023 Urban-Rural Classification	Med Record only (TBDR)	
☐		NCHS 2013 Urban-Rural Classification 	Med Record only (TBDR)	
☐		NCHS 2006 Urban-Rural Classification 	Med Record only (TBDR)	
☐		Rural Urban Continuum Codes (RUCC) 2023	Med Record only (TBDR)	
☐		Rural Urban Continuum Codes (RUCC) 2013	Med Record only (TBDR)	
☐		Rural Urban Continuum Codes (RUCC) 2003	Med Record only (TBDR)	
☐		Rural Urban Continuum Codes (RUCC) 1993	Med Record only (TBDR)	
Vital Records Variables
☐		Birth certificate file number C	Vital Record only (CHS)	Add justification [C/V].
☐		Fetal death certificate file number C	Vital Record only (CHS)	Add justification [C/V].
☐		Death certificate file number C	Vital Record only (CHS)	Add justification [C/V].
☐		Underlying cause of death C	Vital Record only (CHS)	Add justification [C/V].
☐		Multiple causations of death C	Vital Record only (CHS)	Add justification [C/V].
Birth Defect Variables
☐		Possible/probable birth defect diagnosis	Med Record only (TBDR)	
☐		Laterality	Med Record only (TBDR)	
☐		Birth defect description	Med Record only (TBDR)	
☐		BPA code (6-digit)	Med Record only (TBDR)	
☐		BPA4 code (4-digit)	Med Record only (TBDR)	



B. Supplementary Variables Checklist 
B. Supplementary Variables Checklist
All Supplementary Variables are sourced from medical records only (TBDR) and require justification for release. Additionally, these variables are NOT listed in the TBDR Data Dictionary and will require consultation with BDESB staff for details.

   
	#	Variable/Data Item	Justification
Infant/Fetus Variables 
☐		Infant’s Apgar score (1 minute)	Add justification.
☐		Infant’s Apgar score (5 minutes)	Add justification.
☐		Infant’s Apgar score (10 minutes)	Add justification.
☐		Infant’s head circumference	Add justification.
☐		Infant’s length	Add justification.
☐		Infant’s other first name C	Add justification [C].
☐		Infant’s other middle name C	Add justification [C].
☐		Infant’s other last name C	Add justification [C].
Pregnancy/Medical History Variables 
☐		Estimated date of delivery by LMP	Add justification.
☐		Gestational age at delivery by LMP	Add justification.
☐		Date of ultrasound	Add justification.
☐		Gestational age at time of ultrasound	Add justification.
☐		Estimated date of delivery by ultrasound	Add justification.
☐		Gestational age at delivery by ultrasound	Add justification.
☐		Estimated date of delivery by unknown source	Add justification.
☐		Gestational age at delivery by unknown source	Add justification.
☐		Pregnancy History: Indication of multiple gestations	Add justification.
☐		Pregnancy History: Infant deaths	Add justification.
☐		Family History: Family member’s birth defect	Add justification.
☐		Family History: Relationship to child	Add justification.
Complications/Exposures Variables 
☐		Infant/Fetal Complications	Add justification.
☐		Maternal Illnesses, Conditions, or Complications	Add justification.
☐		Maternal Exposures	Add justification.
Prenatal Procedure Variables 
☐		Prenatal Procedure	Add justification.
☐		Prenatal Procedure: Date performed	Add justification.
☐		Prenatal Procedure: Lab test	Add justification.
☐		Prenatal Procedure: Results and interpretation	Add justification.
☐		Prenatal Procedure: Specialty of consulting provider	Add justification.
☐		Prenatal Procedure: Facility name C	Add justification [C].
Postnatal Procedure Variables
☐		Postnatal Procedure	Add justification.
☐		Postnatal Procedure: Date performed	Add justification.
☐		Age at postnatal procedure	Add justification.
☐		Postnatal Procedure: Results and interpretation	Add justification.
☐		Postnatal Procedure: Specialty of consulting provider	Add justification.
☐		Postnatal Procedure: Facility name C	Add justification [C].
Guardian Contact Variables 
☐		Mother’s most recent mailing address: Street address C	Add justification [C].
☐		Mother’s most recent mailing address: City	Add justification.
☐		Mother’s most recent mailing address: State	Add justification.
☐		Mother’s most recent mailing address: Zip code C	Add justification [C].
☐		Mother’s home phone number C	Add justification [C].
☐		Mother’s other phone number C	Add justification [C].
☐		Father’s home phone number C	Add justification [C].
☐		Father’s other phone number C	Add justification [C].
☐		Child Living With: Relationship to child	Add justification.
☐		Child Living With: First name C	Add justification [C].
☐		Child Living With: Last name C	Add justification [C].
☐		Child Living With: Street address C	Add justification [C].
☐		Child Living With: City	Add justification.
☐		Child Living With: State	Add justification.
☐		Child Living With: Zip code C	Add justification [C].
☐		Child Living With: Nation	Add justification.
☐		Child Living With: Phone number C	Add justification [C].
☐		Other contact’s first name C	Add justification [C].
☐		Other contact’s last name C	Add justification [C].
☐		Other contact’s phone number C	Add justification [C].



Vital Records Data from Center for Health Statistics (CHS)
Are you requesting any variables containing data sourced from Vital Records? (select one)	☐ No, I am requesting variables sourced from medical records (TBDR) data only. 	☐ Yes, I am requesting variables that contain data sourced from Vital Records (CHS). 	If yes, read the statements below and initial to acknowledge that you understand the added requirements and time associated with requesting variables sourced from vital records.	▶	I acknowledge that I will need to complete additional CHS required forms and receive approval from CHS before BDESB may release TBDR data.  Initial to acknowledge. 	▶	I acknowledge that I understand requesting variables containing CHS data will extend the amount of time required for this request to receive IRB approval.  Initial to acknowledge. 	CHS Vital Statistics Data Resources (DSHS Website)	Vital Statistics Data at CHS  	Request Procedures for Vital Statistics Data  	Committee on Requests for Personal Data  	IRB Frequently Asked Questions for Vital Event Data  
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VI. Attachments
VI. Attachments 
Please attach the required documents per the instructions below. The information provided below MUST match the information contained in the corresponding attachments. Failure to follow the instructions correctly will result in delays processing your request. 	To add more rows: Click the bottom row of the table to activate the blue plus sign on the right;      
click the blue plus sign to add additional rows as needed. 
HRP-302 Protocol  	Per section II. Description of Proposed Study, please attach your completed HRP-302 Protocol (Legacy Form) and list the file name below. 
Enter HRP-302 Protocol file name.
Confidentiality and Data Security Agreements  	Each member of the research team and/or anyone who will have access to TBDR data must sign and complete their own TBDR Confidentiality and Data Security Agreement.  	List the last name, first name, study role, and institution/organization for each research team member completing an agreement. Please attach agreements using file names that identify each individual’s agreement (i.e., at minimum, include last name in the file name).
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
Enter last name, first name, study role, institution/organization.
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