		Assigned Tracking Number: _____________
			Application Received Date:  ____/____/____

Application for Missouri Vital Records or Patient Abstract System Data 
for Research Projects

Note: This form will expand as needed for electronic completion.

APPLICANT INFORMATION
	Date of Initial Application:      

	Date of Revised Application:      

	[bookmark: Text45]Project/Study Title:      



PRINCIPAL INVESTIGATOR	
	Principal Investigator Name & Title: {First M. Last, title(s)} 
     

	Agency/Institution Name: 
     	

	Mailing Address, City, State, Zip: 
     

	Email:
     
	Telephone:
[bookmark: Text16]     	Ext      
	Fax:
     



CO-PRINCIPAL INVESTIGATOR (Only if applicable)
	Co-Principal Investigator Name & Title: {First M. Last, title(s)} 
     

	Agency/Institution Name: 
     

	Mailing Address, City, State, Zip: 
     

	Email:
     
	Telephone:
     	Ext      
	Fax:
     



PRIMARY CONTACT (ONLY complete if the primary contact is marked as ‘Other’.
[bookmark: Check13]	|_|	Principal Investigator	 |_|	Co-Principal Investigator 	|_|	Other*
	Primary Contact Name & Title: {First M. Last, title(s)} 
     

	Agency/Institution Name: 
     

	Mailing Address, City, State, Zip: 
     

	Email:
     
	Telephone:
     	Ext      
	Fax:
     


[bookmark: _Hlk164683224]
All contact with DHSS must be made by either the PI, Co-PI, or Primary Contact listed above.

SOURCE OF FUNDING (Grant/Contract – Agency/Institution)
If there is no organization funding for this research, explain how the research will be supported.
	     




	Instructions for completing application.
Answer every question (use N/A as needed) and request only the minimum amount of information needed to complete your study. Use as much space under each question as required to provide a complete answer; do not respond simply by referencing sections of attachments. Answers such as “see attached”, or references to answers for other questions, will be considered incomplete and the application will be rejected. Responses requesting all data fields will be returned for a specific description of the data fields required for the study. Attach and label all documentation. If you are a student, an academic advisor must sign as a co-investigator.



1. STUDY/PROJECT PURPOSE, AND RATIONALE 
Summarize the purpose of your study and its benefits to public health. 
	     



2. DURATION OF STUDY/PROJECT
Regardless of the duration of the study/project, approval is only for one year at a time. Annual review is required for each study for as long as Department data are held. The ‘Intended Stop Date’ noted below should be the date that the study will be complete, and all DHSS-provided data destroyed.
	[bookmark: Text23]Intended Start Date:      
	[bookmark: Text24]Intended Stop Date:      



3. STUDY/PROJECT METHOD, DESIGN AND ANALYSIS PLAN
Please Note: Details on any data linkage planned should be described in Section 5.

a. What are your research hypotheses; if it is a descriptive study, what are you trying to determine.
	     



b. Type of design (longitudinal, randomized groups, non-equivalent groups, etc.).
	     



c. Groups being compared, their sizes, and sources of data. If sampling, describe sampling plan.
	     



d. Power of design, if relevant.
	     



e. Special data preparation/handling if any (calculated variable, etc.).
	     



f. Methods to handle missing data, attrition, etc., if relevant.
	     



g. Analysis methods and statistical tests that will allow you to support or not support the hypotheses or study objective(s).
	     



h. Does study/project involve follow-back contact with study subjects or next of kin/informant?
	|_|	No 
	|_| 	Yes, please describe:      

i.  Are follow up studies anticipated?
	|_|	No	
|_|	Yes 

j. Are you planning on seeking consent for future contact/research?
	|_|	No 
	|_| 	Yes, please describe:      

4. DHSS DATA
Indicate whether copies of certificates or data files are needed (either certificates – or data files):

a. [bookmark: Check14]|_|	Copies of certificates requested:
Indicate all vital events for which you are requesting copies, and which dates you are requesting. Refer to the Bureau of Vital Records information available on the DHSS webpage.

√	Certificate Requested:	Dates Requested:
[bookmark: Check16][bookmark: Text26]|_|	Birth	(     )
[bookmark: Check17][bookmark: Text27]|_|	Death	(     )
|_|	Fetal Death	(     )

b. [bookmark: Check15]|_|	Data files requested:

Indicate all datasets to which you are requesting access and which years you are requesting. Refer to the Fee Schedule for associated fees. If additional data years are necessary for your study in the future, you will be required to submit a modification request, additional fees may apply.

√	Data Set Requested:	Years Requested:
|_|	Ambulatory Surgical Center Visits	(     )
|_|	Birth Defects Registry	(     )
|_|	Deaths	(     )
|_|	Divorces (Dissolutions of Marriages)	(     )
|_|	Emergency Room Visits	(     )
|_|	Fetal Deaths	(     )
[bookmark: Check32][bookmark: Text52]|_|	Hospital Outpatient Procedures	(     )
|_|	Inpatient Hospitalizations	(     )
|_|	Live Births	(     )
|_|	Marriages	(     )
[bookmark: Text28]|_|	Other, please specify      	(     )

Complete a Data Elements Checklist  for each data set requested and submit with the application.

c. Indicate geographical region or location for requested records.
	|_| 	Entire state
[bookmark: Text29]	|_|	County(ies), please specify:      
	|_|	Other, please specify:      

d. If applicable, provide data file specifications (e.g., computer medium, format type, type of delimiters, etc.): 
	     



e. Is this a onetime request for certificates/data for this study/project?
[bookmark: Check18]|_| 	Yes, onetime request.
[bookmark: Check19]|_|	No, on-going request, additional certificates/data needed, check frequency below:
|_| 	Annually
|_|	Quarterly
|_|	Monthly
|_|	Other, please specify:      

f. Is this a National Death Index (NDI) request? If yes, please provide NDI application number.
[bookmark: Text32]|_| 	Yes, NDI Application Number:      
|_|	No

5. DATA LINKAGE
Data provided must not be linked with other data sets unless the details of the data linkage are noted below.
Does your study involve any linkage or merge of records?
	|_| 	No linkage with other databases is planned.
[bookmark: Check21]	|_|	Linkage only of aggregate data is planned.
	|_|	Linkage of individual records is planned.

Details of any planned data linkage must be noted below:
	a. What databases will be linked to the vital records and/or patient abstract system records?
     	

	b. What variables will be used to link other databases to the vital records and/or patient abstract system data?
     	

	c. Describe the purpose of linkage for each requested data set.
     



Attach a listing of the variables by data source that will be included in the final linked analytic file(s). (When applicable, attach a copy of the letter of agreement from agency/institution(s) and/or programs whose database(s) will be linked with Department files.)

6. HUMAN SUBJECTS
If the study/project involves linkage with another data set or contact with family, next-of-kin or acquaintance then Department of Health & Senior Services (DHSS), Institutional Review Board (IRB) approval is required. A request for identifiable record level data for living subjects (e.g., birth records) shall also require approval by the DHSS IRB. Requests for de-identified files do not require approval by the DHSS IRB. The following forms must be completed for an IRB approval:
	|_| 	Abstract of Protocol
[bookmark: Check26]	|_|	IRB Form 1 ‘Request for Review of Research Protocol’
[bookmark: Check27]	|_|	Protocol Template
	|_|	Checklist for Submission of Research/Study Protocols

7. STUDY PERSONNEL
Name all the individuals for whom you will be requesting authorization to access DHSS confidential data, including yourself. Anyone that will see aggregate data without suppression of small numbers must also be listed. If unable to include all personnel below, attach a continuation sheet to your application.
	All staff listed, including the Principal Investigator, must sign a Confidentiality Pledge prior to being granted access to the study data. The Principal Investigator is responsible for ensuring all study personnel are aware of and adhere to all the confidentiality and security procedures.

	Name
	Role/Title(s)
	Agency/Institution

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     



8. SECURITY AND STORAGE
Proper security measures must be in place to protect DHSS data prior to application being submitted.
	a. How will you store and secure paper and electronic copies of the DHSS’s confidential data?
     

	b. What security protection mechanisms and data access restrictions will you implement to ensure that data will not be released, re-released, or accessed by unauthorized individuals?
     



9. STUDY RESULTS
a. Do you intend to disseminate the results of this project (e.g., publication in a professional journal, poster presentation, newsletter, web page, etc.)? 	|_|	No	|_|	Yes
If yes, please describe how you plan to disseminate the results.
	     



b. What is the lowest geographical level of analysis of data that is anticipated for publication or presentation (e.g., state level, city/town level, zip code level, etc.)?
	     



[bookmark: Check30][bookmark: Check31]c. Will maps be presented?	|_|	No	|_|	Yes
If yes, what methods will be used to ensure that individuals cannot be identified?
	     



10. STUDY COMPLETION
Describe how you plan to destroy the DHSS’s data at the end of the study and what method(s) you will use to ensure that all DHSS-provided data elements, including those contained in working files, backup files and subsequently created data files (electronic and paper copies), are destroyed. 
(When project is completed, investigators must complete an Affidavit of Data Disposal.)
	     



Until the Affidavit of Data Disposal is received, applicant will be subject to annual review.

11. SUPPORTING DOCUMENTS
Applications must include all required documentation.
	Required DHSS forms:
[bookmark: Check28]	|_|	Data Elements Checklist, when applicable
	|_|	Agreement for Oversight (data are released to a researcher on behalf of their agency/institution)
	|_|	Confidentiality Pledge(s) (for all personnel that will have access to DHSS-provided data)

	Required IRB forms, if applicable:
[bookmark: Check22]|_|	Abstract of Protocol
[bookmark: Check23]|_|	IRB Form 1 ‘Request for Review of Research Protocol’
|_|	Protocol Template
|_|	Checklist for Submission of Research/Study Protocols

	Optional Linkage Agreements, if applicable:
|_|	Provide a copy of the letter of agreement from agency/institution(s) and/or programs whose database(s) will be linked with Department files, when applicable



12. ADDITIONAL COMMENTS
	[bookmark: Text53]     



Please note: It is the principal investigator's responsibility to design a valid study that would contribute to public health, and it is not the department's role to help refine a faulty study or a poorly described study until it meets generally acceptable scientific standards. Protocols of this nature will be rejected, and further processing of such applications will be discontinued. An application will be immediately rejected if it is determined that 1) it does not clearly describe a well-designed research or epidemiologic study, 2) the data will be used for commercial or marketing purposes, or private gain, 3) being a co-investigator would overburden the department, or 4) there is reason to believe that confidentiality of the data would be jeopardized by its release.

	Principal Investigator Signature:

The information provided in this application is true, complete, and correct to the best of my knowledge. I swear and affirm that I will comply with all conditions referenced above, in the Confidentiality Pledge, and in the Agreement for Oversight. I also will be responsible for ensuring that all study personnel comply with the same conditions imposed on the principal investigator. I understand the data being released me to is on behalf of the agency listed above and may not be relocated or shared with another agency without prior DHSS approval. 
	
	
		
Principal Investigator Signature

		
	Date


	If the Principal Investigator is a student, an academic advisor must also sign as a co-investigator:

As the Academic Advisor/Committee Chair to the Student applicant, I will provide oversight for this research. I have reviewed the research design and methods, as well as the specific data requested.

		
Advisor/Committee Chair Signature

		
	Advisor/Committee Chair Printed Name

		
	Email Address

		
	Date




Return this application with all applicable supporting documentation to the Project Coordinator at the address listed under Contact Us. Electronic submission of applications with all applicable signatures is acceptable. To keep files as small as possible, when scanning, please scan in black and white or grayscale only (default is typically color).

Your study is not approved until you receive an official approval letter from the Project Coordinator. Regardless of the duration of the study/project, approval is only for one year at a time. Annual review is required for each study for as long as Department data are held.
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