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1. Introduction 

1.1 Overview 
This document summarizes the self-evaluation and assessments against the 21 CFR 
Part 11 Compliance for the BRICS and its associated systems such as CiSTAR, CASA, 
and ProFoRMS at NINDS, CIT and CNRM.  The intended audience for this report 
includes the groups/individuals listed below: 

• NINDS DIR Clinical Informatics Development Team 

• CIT OIR ISL BIRSS Development Team 

• Business stakeholders and partners 

1.2 Purpose 
This Standard Report serves two purposes: 

a) It serves as a declaration of the remediation results after reviewing the Proposed 
Solutions for Corrective Actions from the Part 11 assessor/advisor on March 11, 
2019. 

b) It provides instructions of the package for assessors to use.  This can help 
provide reasonable assurance that a consistent level of reporting is present. 

1.3 Scope 
This Standard Report provides a comprehensive summary of remediation actions, 
testing activities performed and information collected during the self-evaluation against 
the 21 CFR Part 11 Compliance.  The information package covers enough details to 
verify the requirements for full compliance and recertification. 

1.4 Results of the Part 11 Evaluation in March 
The following system summary report is a helpful representation from the Part 11 
advisor’s comments on Monday, March 11, 2019: 
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1.5 Proposed Solutions for Corrective Actions 
The following findings identified by the assessor for the first time: 
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1.6 System Evaluation Result Details 
At each subpart requirement, under the Part 11 regulation, there are observation and 
score columns in which to designate the result. 
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2. Corrective Actions 
This section summarizes the corrective actions taken to resolve these findings explicitly 
stated in Section 1, where each finding was first reported, the conditions observed with 
evaluation scores.  The technical team has addressed these issues in E-signature, audit 
log, and documentation three important areas.  The status and details for each subpart 
requirement are listed in the table below.  The requirements with Work In Progress 
(WIP) status will be fulfilled upon software release.   

Req Subpart Findings Score Status Action 
  11.10 Controls for Closed Systems 85%     

1 ( b ) 

All raw data can be printed or 
exported, but some meta data cannot 
be exported.  

90% WIP Addressed by the 
technical team 

2 ( b ) 
Signatures could not be exported for 
signed records. 

90% WIP Addressed by the 
technical team 

3 ( e ) 

System records the date, time, and 
name of the person who created the 
initial record.  There are no audit trail 
records generated for any changes 
until the first lock is implemented. 

25% WIP Addressed by the 
technical team 

4 ( j ) 

Written policy hold individuals 
accountable and responsible for 
actions initiated under their 
electronic signatures, in order to 
deter record and signature 
falsification. 

0% Completed All associated 
documents are 
available 
including E-
Signature written 
policy (in Sec.3) 

  11.50 Signature Manifestations 67%     
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5  ( 3 ) 

The meaning (such as review, 
approval, responsibility, or 
authorship) of the signature is 
available at the time of signing but is 
not saved with the signature. 

0% WIP Addressed by the 
technical team 

  11.100 E-Signature General Requirements 50%     

6  ( 1 ) 
The certification letter has not been 
submitted by the company. 

0% Completed 
 

7  ( 2 ) 

Persons using e-signatures shall, upon 
agency request, provide additional 
certification or testimony that a 
specific e-signature is the legally 
binding equivalent of the signer's 
handwritten signature. 

0% Completed All associated 
documents are 
available 
including E-
Signature written 
policy (in Sec.3) 

    System Evaluation Results 84.40%     

 

3. Documentation 
The list of the following documents is included in the package for review and 
recertification:   

Reference 
Number 

Document Name Document 
Purpose 

BRICS-Doc-1 BRICS_Report_Compliance Compliance 
Report 

BRICS-Doc-2 BRICS_E_Signature_Security_Policy 
Electronic 
Signature Security 
Policy 

BRICS-Doc-3 BRICS_System_Access_Logs_SOP System Access 
Logs 

BRICS-Doc-4 BRICS_Software_Development_Process_SOP 
Software 
Development 
Process 

BRICS-Doc-5 BRICS_SRS_SOP 
System 
Requirements 
Specification 
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Reference 
Number 

Document Name Document 
Purpose 

BRICS-Doc-6 BRICS_Design_Document_SOP System Design 
Document 

BRICS-Doc-7 BRICS_MTP Master Test Plan 

BRICS-Doc-8 BRICS_User_Guidelines User Guides 

 

 

4. Records management  
All data and/or records generated during this procedure are stored in the NINDS 
SharePoint-based Document Library. 

 

5. Review/Revision History 

Date Author/Reviewer Description of Change 

03/19/2019 Gladys Wang Document Creation 
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