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APPROVAL OF SUBMISSION 

February 1, 2018 
 
Dear Investigator: 

On February 1, 2018, the IRB reviewed the following submission: 

IRB ID: IRB00010517 MOD or CR 
ID: 

MODCR00004954 

Type of Review: Modification and Continuing Review 
Title of Study: Congenital heart databases and the accuracy of coded 

data 
Title of modification CR for 2017 

Principal Investigator: Craig Broberg 
Funding: None 

IND, IDE, or HDE: None 
Documents Reviewed: • APAC Request Form.pdf 

• Brief Project Description.doc 
• Cover Memo CH Database.docx 
• Detailed Answers to APAC Questions.docx 
• PPQ.pdf 
• Protocol Amd. - 6-27-2014.doc 
• WoA.doc 
 

The IRB granted final approval on 2/1/2018.  The study is approved until 1/31/2019. 

Review Category:  Expedited Category #5 

Copies of all approved documents are available in the study's Final Documents (far right 
column under the documents tab) list in the eIRB.   

Ongoing IRB submission requirements: 

• Six to ten weeks before the expiration date, you are to submit a continuing review 
to request continuing approval. 

• Any changes to the project must be submitted for IRB approval prior to 
implementation. 

• Reportable New Information must be submitted per OHSU policy. 



Version Date:  06/30/2016 Page 2 of 2  

• You must submit a continuing review to close the study when your research is 
completed. 

Guidelines for Study Conduct 

In conducting this study, you are required to follow the guidelines in the document 
entitled, "Roles and Responsibilities in the Conduct of Research and Administration of 
Sponsored Projects," as well as all other applicable OHSU IRB Policies and Procedures. 

Requirements under HIPAA 

If your study involves the collection, use, or disclosure of Protected Health Information 
(PHI), you must comply with all applicable requirements under HIPAA. See the HIPAA 
and Research website and the Information Privacy and Security website for more 
information. 

IRB Compliance 

The OHSU IRB (FWA00000161; IRB00000471) complies with 45 CFR Part 46, 21 CFR 
Parts 50 and 56, and other federal and Oregon laws and regulations, as applicable, as well 
as ICH-GCP codes 3.1-3.4, which outline Responsibilities, Composition, Functions, and 
Operations, Procedures, and Records of the IRB. 

Sincerely, 
 

The OHSU IRB Office 

 

http://www.ohsu.edu/xd/about/services/integrity/policies/policy-detail.cfm?policyid=265604
http://www.ohsu.edu/xd/about/services/integrity/policies/policy-detail.cfm?policyid=265604
http://www.ohsu.edu/xd/about/services/integrity/policies/irb-policies-by-category.cfm
http://www.ohsu.edu/xd/research/about/integrity/irb/hipaa_research.cfm
http://www.ohsu.edu/xd/research/about/integrity/irb/hipaa_research.cfm
http://www.ohsu.edu/xd/about/services/integrity/ips/index.cfm


Revised 7.18.17 
 

Appendix D—Staff review for DRC (standardized for all Health Analytics’ data requests) 

Office of Health Analytics      Application Number: 3630 

Staff Review Checklist 

Staff Name: Oliver 

1. Data Source(s) Requested: 

MMIS APAC CPMS/MOTS 
Hospital Discharge Data OPRCS  
Student Wellness Survey CAHPS Physician Workforce Survey 
BRFSS MHSIP YSS-F 
OHIS Workforce Licensing Data ASC 
Other   

2. Application materials included: 

Application     Y N N/A 

Payment     Y N N/A 

Data Elements Worksheet   Y N N/A 

IRB Approval    Y N N/A 

DUA     Y N N/A (pending additional signatures) 

3. Has the requestor provided an overview of the project and adequately explained the need for the 
data? Y N 
 
Notes: This is a continuation of PI’s existing research. The amendment simply adds two new staff 
and requests two additional years of data. Data elements and analyses have not changed. 
 

4. Has the requestor adequately justified the need for the specific data files and elements requested?  
Y N 

Notes: DRC may rely on the justification from the original request. 

5. Has the requestor asked for the minimum necessary data to accomplish the stated purpose? Y N  
 
Notes:  DRC may rely on the MNR from the original request. 
 

6. Has the requestor adequately described safeguards in place to protect the data and comply with 
privacy and security requirements? Y N 

Notes: 

7. Recommendation for request:  Approve  Deny  Request more info  
 
Notes: This is a very routine and non-controversial amendment. 
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Appendix G – Staff checklist and Minimum Necessary Review (MNR) for amendments or renewals  

Staff Reviewer: James Oliver  

Agreement Number: 
3630_Review_ICD9&10_codes_CHD_from_Tertiary_Care_Institiutions\Amendment 5  

Purpose  
The purpose of the staff checklist for amendment or renewals is to assess whether applicant completely 
and adequately filled out the amendment form. 
 
Instructions  
Complete all sections.   If you check “no” on any question, please detail in the “notes” section of the 
same row why you checked “no” and what applicant must do in order to receive a “yes”. 

1.  

Task Yes No N/A Notes 
Agreement number entered? X    
Does agreement number and applicant 
listed in amendment/renewal match the 
agreement number and applicant in 
original application?  

X    

Did applicant choose either 
“Amendment” or “Renewal”? 

X    

Section 2 – Amendment (Must go to 
DRC for review) 

X    

Have all additional staff signed stating 
they have read and are bound to the 
terms of the original DUA? 

X    

If original application included IRB 
approval, does the amendment fall 
inside the scope of the original IRB 
approval? 

X    

Does IRB approval have 
more than 3 months left?  
(Can be either the original 
IRB sent with original 
application is valid for more 
than 3 months or an 
amended IRB is attached 
and is valid for more than 3 
months) 

X   Expires 1/31/2019. 

If amended IRB approval 
is attached, does IRB 
application number on 
amendment match IRB 
application number on 
original IRB approval? 

X    
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If requesting new/more data, is Data 
Element Workbook attached? 

 X  Data elements have not changed 
from the original request. 

Do all requested elements have 
a year requested, filters applied 
and justification response in 
Data Element Workbook? 

X   2015 and 2016. 

If requesting a limited 
data set, does Data 
Element Workbook align 
with response in 2.8b-c? 

  X  

If requesting a custom 
data set, is it clear what 
elements are being 
requested? 

X   Same data elements as prior request. 

Is the Payers tab completed in 
the Data Element Workbook? 

  X  

If requesting Medicare 
FFS data, is the project 
at least partially funded 
and directed by OHA? 
(Per our DUA with CMS, 
Medicare FFS data may 
be shared outside of 
OHA for research only if 
OHA is partially funding 
and directing the 
project.) 

  X Not eligible to receive Medicare FFS. 

If requesting a limited 
data set, does Payers 
tab align with response 
in 2.8b? 

  X  

If requesting a custom 
data set, is it clear what 
payers are being 
requested? 

  X  

If Limited data is being requested, is 
payment included 

X    

Do 2.8b and 2.8c correspond 
with the files selected and the 
number of year input in row c of 
the payment table?  

X    

Is cost calculated correctly? X    
Passes Minimum Necessary Review?  X    

Adequately justified each data 
element requested (provide 
rationale and list any data 

  X DRC may rely on justification from 
original data request as data 
elements and analyses have not 
changed. 
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elements not adequately 
justified in notes)? 
Adequately described filters and 
algorithms for including and 
excluding claim lines (provide 
rationale and list strengths and 
weaknesses of algorithms in 
notes)? 

  X  

Consider the elements 
requested and whether 
additional elements can be 
excluded, redacted, or 
additionally filtered without 
unreasonably impairing the 
ability to accomplish the project 
purposes.  Is data requested the 
minimum necessary?  (If no, 
identify data elements that may 
be excluded, redacted or 
additionally filtered in notes.) 

  X DRC may rely on MNR from original 
data request as data elements and 
analyses have not changed. 

Section 3 – Renewal (DUAs can be 
renewed without DRC approval) 

 X   

If applicant is renewing OHA agreement, 
does applicant include proper IRB 
documentation if necessary?  (In notes, 
please state whether an amended IRB 
approval is attached, the original IRB is 
still valid, or original application did not 
include an IRB approval.)  

  X  

If applicant is renewing IRB approval, did 
applicant include renewed IRB approval? 

  X  

Does IRB application number on 
renewal memo match IRB 
application number on original 
IRB approval? 

  X  

Signatures X    
Is amendment signed? X    

 

 

 


