



DMID SAMPLE CHART AUDIT TOOL INSTRUCTIONS

This protocol-specific Chart Audit Tool is derived from the DMID Source Documentation Standards, the International Conference on Harmonisation Guidelines for Good Clinical Practice (ICH GCP), and the Code of Federal Regulations Title 45 Public Welfare Part 46 Protection of Human Subjects.  This tool is used to document the review of Case Report Forms (CRF)/Electronic Case Report Forms (eCRF) for accuracy when compared to the source documents and protocol for agreement.  Source documents are original documents/data/records (i.e. clinic charts/notes, checklists, lab reports, diagnostic reports, etc.) for each subject chart reviewed.  
For each subject reviewed:

1. Begin using this tool by completing the header information (name of site, name of reviewer, date of review, subject number, protocol number, and review period).  For each section reviewed, check the appropriate boxes (‘N/A’, ‘Yes’, ‘No’).  If the ‘No’ box is checked for any question, provide a description for each ‘No’ response in the area provided within that section.

2. At the conclusion of the review, summarize findings in the Summary of Findings section.  These summaries are a useful reference when completing the Quality Management Summary Report.  (See DMID Sample Quality Management Summary Report Tool) 
3. The Quality Assurance reviewer signs and dates the Chart Audit Tool and files it within the sites Quality Management binder.

4. Follow your site/protocol-specific Clinical Quality Management Plan regarding communication and resolution of findings from internal reviews.    
Note:  Other indicators or criteria may be added as determined by study documentation and site staff.  
References:
OHRP Code of Federal Regulations Title 45 Part 46: 
www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
ICH Guideline for Good Clinical Practice E6 (Section 8):  
www.ich.org/LOB/media/MEDIA482.pdf
DMID Clinical Research Resources – Source Documentation Standards:   www3.niaid.nih.gov/research/resources/DMIDClinRsrch/PDF/sourcedocumentationstandards.pdf
DMID Clinical Quality Management Plan Policy:

www.dmidctm.com/partners/SectionQualityManagement/PageSOPs/SOPs.htm
DMID SAMPLE CHART AUDIT TOOL

<Replace DMID SAMPLE with Institution/Site Name>

Reviewer:  <Name of person reviewing chart>
                                   Review Date:  <Date of chart review>
Subject Number:  <Patient Identification Number>                                   Protocol Number:  <DMID protocol number>
Reviewed Period:  From Date <dd-mmm-yyyy>      Through Date <dd-mmm-yyyy>
	Informed Consent / Assent Form(s) and Process (See Code of Federal Regulations:  45 CFR 46, Sections 46.116 and 46.117)

	1.
	Enrollment:  Was the IRB/IEC-approved version used to consent/assent the subject, valid at the time of signature?  Version #:_____ Date: ________________         

Note:  Review the regulatory file for IRB/IECsubsequent revisions/amendments to the consent forms. 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Was the Informed Consent/Assent Form signed and dated in ink by the subject, parent/guardian and/or legally authorized representative prior to implementation of screening/protocol-specific procedures? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Amendments to consent: If applicable, are amended versions of the ICF signed and dated in ink by the subject, parent/guardian and/or legally authorized representative on file?   Version #:_____Date:__________  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4.
	Are all applicable Informed Consent/Assent Forms present in their entirety?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4a.
	Is documentation present describing the Informed Consent process with the subject, parent/guardian and/or legally authorized representative, including: 

1. an explanation of the study, subject confidentiality ?

2. in a language they understands? 

3. ample opportunity provided for questions?

4. copy of the ICF/Assent form provided to subject, parent/guardian and/or legally authorized representative,
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5.
	IF APPLICABLE: Illiterate subject(s): Was the Informed Consent or short form written consent been provided orally to the subject, parent/guardian and/or legally authorized representative?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5a.
	Was a witness present for the oral presentation?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5b.
	Has this process been documented in the source documents?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	6.
	If applicable, are Informed Consent deviations documented?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	6a.
	Was the DMID Protocol Deviation Form completed, submitted to DMID and the IRB/IEC per reporting guidelines, and filed in the regulatory file?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Eligibility Criteria – Inclusion/Exclusion Criteria

	1.
	Is documentation of eligibility criteria (inclusion/exclusion) in the source documents?  

Note:  Eligibility checklists may be used as long as the criteria correspond with the protocol and each criterion is addressed.  A blanket statement regarding all inclusion and/or exclusion criterion is not considered accurate.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Are the Concomitant Medications documented accurately?

Note:  Check spelling, coding, and consistency between medical history and adverse events. 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Was the eligibility documentation signed, credentialed, and dated by the clinician responsible for enrolling the subject?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3a.
	Is this individual listed on the Study Personnel Signature/Responsibility List?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4.
	If applicable, were enrollment deviation documented?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4a.
	Was the DMID Protocol Deviation Form completed, submitted to DMID and the IRB/IEC per reporting guidelines, and filed in the regulatory file?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Study Product – Administration and Documentation                                                                                                                                                                                               FORMCHECKBOX 
 NOT APPLICABLE                       Note:  Unblinded personnel must not perform chart reviews.                                                                                                                                                                                                                                                                                                                                                                                                                              

	1.
	Was the study product dispensed upon written order of the investigator (or designee) as listed on the FDA Form 1572?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	1a.
	Is this study product administrator listed on the Study Personnel Signature/Responsibility List?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Is documentation present describing the study product administration (according to the current version of the protocol and MOP)?  Version #_____ Date:__________
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Are dosing, vaccination, administration or blinding deviations identified?  

Note: This includes a review of labeling, cold and custody chain, licensed personnel, and blinded/unblinding handling and administration.      
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3a.
	Are deviations documented in the source documents and the DMID Protocol Deviation Form completed and submitted to DMID and the IRB/IEC per reporting guidelines?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Adverse Event (AE) and Serious Adverse Event (SAE) Identification and Reporting

	1.
	Are all adverse events and/or laboratory abnormalities found in the subject chart identified?   
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	1a.
	Are all adverse events assessed for clinical significance and/or severity, and relationship to the study product and documented in the source documents?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Were all adverse events identified in the protocol as critical to safety evaluations reported according to the protocol and/or MOP within the specific time periods?      
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Were all solicited adverse events (i.e. reactogenicity) recorded at protocol-specified timeframes with appropriate follow-up?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4.
	Were all adverse events meeting the serious adverse event criteria (see DMID SAE Recording and Reporting Guidelines) reported within the DMID specified timelines of site awareness or as specified by the protocol?   
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5.
	Was the Serious Adverse Event(s) Report completed accurately?

Note: See DMID SAE Recording and Reporting Guidelines.  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	6.
	Were all serious adverse events been reported to the local IRB/IEC, as required?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Deviations from Protocol – Missed Tests/procedures and Missed Visits 

	1.
	Were all protocol-specific tests and/or procedures completed? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	1a.
	If no, was the DMID Protocol Deviation Form completed and submitted appropriately?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	1b.
	Was the deviation(s) documented in the source documents?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Were all missed visits and/or out of window visits identified?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2a.
	If yes or no, was the DMID Protocol Deviation Form completed and submitted appropriately?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2b.
	Was the deviation documented in the source documents?    
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description: 




	Endpoints

	1.
	Were applicable study-defined clinical and/or laboratory assessments/endpoints documented in the subject’s source documents and/or an endpoint-specific CRF/eCRF as required by the protocol?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:  




	Intervention/Study Discontinuation

	1.
	If the subject discontinued study intervention; were protocol-required steps followed?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	If the subject discontinued from the study; were protocol-required steps followed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Documentation Standards

	1.
	Were source documents complete and accurate?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Does the CRF/eCRF data and source documentation data match?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	1.
	Addenda:  Are all addenda signed or initialed and dated in present time by the person making the entry i.e.  ?  
Note:  Do not alter past-dated addenda. chart notes, progress notes, etc.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Chart Note(s): Are all handwritten notes legible and signed and dated by the responsible credentialed clinician?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Case Report Forms (CRF/eCRF):  Prior to commencement of the study, were CRFs/eCRFs used as source documents as identified in the protocol, MOP, or source document agreement/statement?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3a.
	Are the CRFs/eCRFs used as source documents signed and dated?
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4.
	Error Correction(s):  Are all error corrections clear with a single line drawn through the incorrect information, initialed, dated, and a reason for change (if necessary)?  
Note: Never obliterate entries or destroy original documents that require correction.  Never use whiteout or pencils.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5.
	Patient Identification Numbers:  Are all source documents labeled with appropriate patient identification numbers (PID)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	6.
	Death:  If a subject death was identified; has the incident been documented in the source documents by one of the following: 
1. Obituary

2. Autopsy Report

3. Death Certificate

4. Verbal Communication Contact Report  

Note:  See DMID SAE Recording and Reporting Guidelines.
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	7.
	Certified Copies and Verification:  Are all documents received from outside facilities to be used as original source documents verified, as indicated by signature and date, as an exact copy having all the same attributes and information as the original?  
Note:  Documents received via fax are not considered to be original, and must be certified.   
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	8.
	Flow-sheets used as Source Documents:  Are all entries onto flow-sheets initialed and dated by the responsible clinician? 
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	9.
	Chronology of Source Documents:  Are source documents maintained chronologically?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Case Report Form and electronic Case Report Form Submission

	1.
	Are all scheduled CRFs present?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Were the CRFs submitted within the required timeframe?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	If data was identified as out of range or missing from the CRFs; were corrections made and the CRF resubmitted within the required timeframe?  
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



	Laboratory Review – Specimen Collection and Results                                                                                                                                                                                           FORMCHECKBOX 
 NOT APPLICABLE

	1.
	Were all specimens collected and documented in the source documents?   
Note:  Maintaining documentation that protocol-required specimens were drawn and shipped appropriately is consistent with ICH GCP; however, if only a hard-copy lab report is available for review; this is adequate, as long as the report contain appropriate subject identifiers and the date of specimen collection. 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Was confirmation of fasting by the subject, as required by the protocol, documented in the source documents?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
	Were specimens prepared, labeled, and transported properly per the International Air Transport Association (IATA) regulations?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
	Are temperature logs for stored specimens current and accurate?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	For each no response, provide a description:



Summary of Findings:  < Provide a summary of any accumulated issues from above and provide the details of the corrective actions, preventive actions, and applicable follow-up >
	

	

	

	

	

	

	

	

	

	

	

	

	

	


Reviewer Signature: __________________________________________________ Date: ____________________________
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