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ACRONYMS

AAALAC
Association for Assessment and Accreditation of Laboratory Animal Care, International

ACORP

Animal Component of Research Protocol

ACOS/R&D

Associate Chief of Staff/Research & Development

AE


Adverse Events

CRADO

Chief Research and Development Officer

CFR


Code of Federal Regulations

COS


Chief of Staff

CSP


Cooperative Studies Program

CRF


Case Report Forms

CV


Ciriculum Vitaes

DNA


Deoxyribonucleic Acid

FDA 


Food and Drug Administration

GCP


Good Clinical Practices

HSR&D

Health Services Research and Development Service

IACUC

Institutional Animal Care and Use Committee

ICD


Informed Consent Document

ICH


International Conference on Harmonization

IND


Investigational New Drug

IO


Institutional Official

IPA


Intergovernmental Personnel Act

IRB


Institutional Review Board

MUSC


Medical University of South Carolina

ACRONYMS CONTINUED

NDA


New Drug Approval

NIH


National Institutes of Health

ORD


Office of Research & Development

PHS


Public Health Service

PI


Principal Investigator

POC


Point of Contact

QA


Quality Assurance

R&D


Research & Development

RR&D


Rehabilitation Research and Development

RSO


Radiation Safety Officer

SAE


Serious Adverse Event

SRS


Subcommittee on Research Safety

SOP


Standard Operating Procedure

USDA


United States Department of Agriculture

VA


Veterans Affairs

VMO


Veterinary Medical Officer

WOC


Without Compensation

MUSC & VA RESEARCH SERVICE QUALITY MANUAL

1.0
PURPOSE AND SCOPE

1.1
Purpose

The Medical University of South Carolina (MUSC) and the Veterans Affairs (VA) Research Service, Charleston support the conduct of research and development through various programs that promote integrity in the protection of human subjects and animals and that promote the enhancement of the ethical conduct of research by complying with regulations and/or policies.  This document sets forth the basic criteria to ensure compliance with regulations and/or policies.

1.2 Scope

This document specifies the general requirements for the implementation of a quality system for the MUSC and the VA Research Service, Charleston.  However, the italicized requirements in this manual are applicable to VA Research Service only.  The guiding values of all research efforts are scientific excellence, the ethical conduct of research, protection of human subjects, and animal welfare.  

2.0
RESPONSIBILITIES

2.1
The MUSC and the VA Research Service supports and rigorously abides by the Federal Policy for the Protection of Human Subjects (the Common Rule) and the principles outlined in the Belmont Report (respect for persons, beneficence and justice) and the Nuremberg Code.  The rights and welfare of all persons participating in research must be vigorously protected.  All research involving human subjects must comply with all Federal Regulations and VA requirements that address the protection of human subjects, including 21 Code of Federal Regulations (CFR) 50, 38 CRF 16, and 45 CFR 46, and all related policy and procedural documents.  These regulations and requirements must be met before any research involving human subjects is initiated and adherence must be sustained throughout the conduct of research. 
2.1 The responsibilities of the Institutional Review Board (IRB) are to review and approve, require modification in (to secure approval), or disapprove/table all human research activities in order to assure that the rights and welfare of individuals involved as subjects of research are protected in accordance with federal regulations.  The Ralph H. Johnson VA Medical Center has chosen to use the services of the affiliated MUSC IRB.  VA interests will be adequately represented by the inclusion of at least one VA employee on each IRB.

3.0
REQUIREMENTS

3.1
This Quality Manual shall be managed by the compliance officer and approved as required by Standard Operating Procedure (SOP) 01, Control of Quality System Documentation.

3.2
The compliance officer shall ensure that all quality system documentation is prepared and maintained as required by SOP 01, Control of Quality System Documentation.

3.3
The compliance officer shall prepare and maintain an annual internal audit schedule based on the status and importance of activities covered by the quality system as required by SOP 02, Internal Audits.

3.4
The performance of internal audits will be documented on a format similar to Appendix A, Internal Audit Report.

3.5
The compliance officer shall schedule a quality system review at least annually as required by SOP 03, Quality System Review.  The conduct of this review shall be documented.

3.6
The members of the Institutional Review Board (IRB) and the VA Research Service R&D Committee will review the results of internal audit reports.

3.7
The compliance officer(s) shall maintain correspondence associated with each internal audit as required by SOP 01, Control of Quality System Documentation.

4.0
RESOURCES TO SUPPORT THE QUALITY SYSTEM

4.1
Resource planning for staffing, travel, and training shall be conducted annually to determine the support requirements for the quality system.  

4.2
Expenditures are evaluated and estimated for adequate resources required for managing the quality system.

5.0
EVALUATION OF THE QUALITY SYSTEM

5.1
The quality system is evaluated and monitored through internal audits as required by SOP 02, Internal Audits and SOP 03, Quality System Reviews.

5.2
The compliance officer or designated representative conducts the internal audit.  The research project is audited against the requirements of this QA Manual (including SOPs), appropriate regulations, guidelines, the protocol, and/or policies. 

5.3
Monitoring of the Quality System is accomplished through the conduct of internal audits.

5.4
For the VA Research Service, evaluation of the Quality System is accomplished through the conduct of an annual review by the Associate Chief of Staff for Research and Development ACOS/R&D.

6.0
DOCUMENTATION OF THE QUALITY SYSTEM

6.1
The quality system requires documentation of actions performed.  These documents must be regularly updated to reflect changes in requirements and responsibilities.  Changes will be made as required by SOP 01, Preparation and Control of Quality System Documentation.

7.0
THE QUALITY SYSTEM PROCESS

7.1
The Quality System can be divided into three sections: described, documented, and demonstrated.  The Quality Manual defines the quality objectives and polices that describe the Quality System.  SOPs translate the quality manual into documented instructions of how the Quality System is implemented.  Records demonstrate the implementation of the SOPs and effective operation of the Quality System.  

8.0
TRAINING AND QUALIFICATION

8.1
The compliance officer shall have sufficient managerial, communication, and interpersonal skills to plan, implement, and assess the quality system.  

8.2
The auditor shall have education, experience, and training to conduct internal audits and shall remain independent of the audited study.  The auditor has the authority to document deficient conditions.

9.0
DOCUMENTS AND RECORDS

9.1
Quality records document the performance of the quality system.  These records will be maintained as required by SOP 01, Control of Quality System Documentation.  Some of these documents and records include internal audit reports, SOPs, forms, and protocols.  It is necessary that these documents and records be retained.

9.2
The VA Research Service compliance officer will initiate a Quarterly Quality Report that documents the performance of audits, analyzes audit findings, and identifies trends in audit findings.  A copy of this quarterly report will be disseminated to all VA Research Service principal investigators (PI).  The PI will use the information from this quarterly report to ensure similar findings and deficiency trends do not exist in their studies.

10.0
IMPLEMENTATION OF THE QUALITY SYSTEM

10.1
The quality system is implemented through the use of SOPs.  

10.2
The requirements for preparing, approving, and issuing of SOPs are specified in SOP 01, Control of Quality System Documentation. 

10.3
The requirements for the performance of internal audits are specified in SOP 02, Internal Audits.

10.4
The requirements for the annual review (evaluation) of the Quality System is specified in SOP 03, Quality System Reviews.

10.5 The requirements for the corrective action to audit findings are specified in SOP 04, Corrective Action Plan to Audit Findings.

10.6
Requirements for IRB and R&D approval for clinical studies are specified in SOP 05, Approval and Operations for Clinical Studies.

10.7
Requirements for the performance of clinical studies are specified in SOP 06, Performance of Clinical Studies.

10.8
Requirements for the preparation and review of informed consent documents are specified in SOP 07, Informed Consent.

10.9
The pre-study requirements for conducting clinical studies are specified in SOP 8, Pre-Study Requirements.

10.10
The requirements for agreements with Sponsors are specified in SOP 9, Investigator Agreement with Sponsors

10.11
The requirements and responsibilities for the selection of study coordinators are specified in SOP 10, Clinical Research Coordinator Selection.

10.12
The requirements for reporting adverse events are specified in SOP 11, Adverse Event Reporting Procedures.

10.13
The requirements for the control of data are specified in SOP 12, Data Management.

10.14
The requirements for the collection and storage of regulatory documentation are specified in SOP 13, Regulatory Documentation.

10.15
The requirements to close a clinical study are specified in SOP 14, Study Close Out Activities.

10.16
The PI’s responsibilities and qualifications are specified in SOP 15, Principal Investigator’s Responsibilities and Qualifications.

10.17
The requirements for reporting, investigating, and resolving allegations of scientific misconduct are specified in SOP 16, Misconduct in Scientific Research.

10.18
Requirements for the establishment and conduct of the R&D Committee are specified in SOP 17, Research and Development Committee (VA Studies only).

10.19
The requirements and responsibilities of the Subcommittee on Research Safety are specified in SOP 18, Subcommittee on Research Safety (VA Studies only).

10.20
The requirements and responsibilities of the Institutional Animal Care and Use Committee are Specified in SOP 19, Institutional Animal Care and Use Committee (VA Studies only).

11.0
INTERNAL AUDITS AND RESPONSES

11.1
Internal audits are based upon examination of objective documentation of past performance such as adherence to study protocols, informed consents, source documentation, Institutional Review Board (IRB) documentation, and observation of current activities.

11.2
When required, responses to audit findings will be documented as required by SOP 04, Responses to Audit Findings. 

12.0
QUALITY IMPROVEMENT

12.1
The individual elements of a quality system must blend to form a system that is easily adaptive to change.  Quality improvement can only be accomplished by the implementation of changes.  The individual elements of the quality system include the performance of internal audits, ensuring implementation of corrective action, conduct of annual reviews, and finally, communication of the Quality System’s performance to research personnel.  These individual elements heavily depend upon each other to ensure the protection of human subjects and animals and to promote the enhancement of ethical conduct of research. 
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