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Abstract 
 
Clinical and Laboratory Standards Institute document GP36-A—Planning for Laboratory Operations During a Disaster; 

Approved Guideline provides guidance for clinical laboratory leadership to develop, implement, and sustain an effective 

emergency preparedness plan (all hazards) to minimize the effects of, respond to, and recover from likely natural and manmade 

disasters that may affect laboratory operational functions.  

 

Clinical and Laboratory Standards Institute (CLSI). Planning for Laboratory Operations During a Disaster; Approved Guideline. 

CLSI document GP36-A (ISBN 1-56238-981-5 [Print]; ISBN 1-56238-982-3 [Electronic]). Clinical and Laboratory Standards 

Institute, 950 West Valley Road, Suite 2500, Wayne, Pennsylvania 19087 USA, 2014. 

 

The Clinical and Laboratory Standards Institute consensus process, which is the mechanism for moving a document through 

two or more levels of review by the health care community, is an ongoing process. Users should expect revised editions of any 

given document. Because rapid changes in technology may affect the procedures, methods, and protocols in a standard or 

guideline, users should replace outdated editions with the current editions of CLSI documents. Current editions are listed in 

the CLSI catalog and posted on our website at www.clsi.org. If you or your organization is not a member and would like to 

become one, and to request a copy of the catalog, contact us at: Telephone: 610.688.0100; Fax: 610.688.0700; E-Mail: 
customerservice@clsi.org; Website: www.clsi.org. 

 

 

 

 

 

 

 

        

 

http://www.clsi.org/


Number 19 GP36-A
 

 ii

Copyright ©2014 Clinical and Laboratory Standards Institute. Except as stated below, any reproduction of 
content from a CLSI copyrighted standard, guideline, companion product, or other material requires 
express written consent from CLSI. All rights reserved. Interested parties may send permission requests to 
permissions@clsi.org.  
 
CLSI hereby grants permission to each individual member or purchaser to make a single reproduction of 
this publication for use in its laboratory procedure manual at a single site. To request permission to use 
this publication in any other manner, e-mail permissions@clsi.org.  
 
Suggested Citation 
 
CLSI. Planning for Laboratory Operations During a Disaster; Approved Guideline. CLSI document 
GP36-A. Wayne, PA: Clinical and Laboratory Standards Institute; 2014. 
 
Previous Edition: 
October 2003 
 
Reaffirmed: 
September 2019 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
ISBN 1-56238-981-5 (Print) 
ISBN 1-56238-982-3 (Electronic) 
ISSN 1558-6502 (Print) 
ISSN 2162-2914 (Electronic)  

mailto:permissions@clsi.org
mailto:permissions@clsi.org


Volume 34                         GP36-A 

 

 iii 

Committee Membership 
 

Consensus Committee on Quality Systems and Laboratory Practices 

 
Devery Howerton, PhD, MS, 

MT(ASCP)SI 

Chairholder 

Centers for Disease Control and 

Prevention 

USA 

 

Carl D. Mottram, RRT, RPFT, 

FAARC 

Vice-Chairholder 

Mayo Clinic 

USA 

 

Deirdre Astin, MS, MT(ASCP) 

New York State Department of Health 

USA 

Michael B. Cohen, MD 

ARUP Laboratories 

USA 

 

Kathryn Connolly, CQA(ASQ), MT(ASCP) 

COLA 

USA 

 

Dennis J. Ernst, MT(ASCP) 

Center for Phlebotomy Education 

USA 

 
 
 

 

 

Michelle McLean, MS, MT(ASCP) 

Greiner Bio-One Inc. 

USA 

 

Joshua X. Pulido, MT(ASCP) 

Bio-Rad Laboratories, Inc. 

USA 

 

 

Document Development Committee on Laboratory Disaster Planning 

 
Thomas L. Williams, MD, FACB, 

FASCP, FCAP 

Chairholder 

Methodist Hospital Pathology 

USA 

 

Gina Potenza, CBCP 

Vice-Chairholder 

Great Expressions Dental Centers 

USA 

 

Maria Paz Carlos, DVM, PhD, MBA 

Maryland Department of Health and 

Mental Hygiene 

USA 

 

Raymond L. Kaplan, PhD 

USA 

Chris N. Mangal, MPH 

Association of Public Health Laboratories 

USA  

 

Elliot L. Rank, PhD, D(ABMM) 

St. Luke’s-Roosevelt  

USA 

 

Anthony R. Sambol, MA, SV(ASCP), 

SM(NRM) 

The Nebraska Medical Center 

USA 

 

Richard S. Seaberg, MT(ASCP) 

North Shore-Long Island Jewish Health 

System Laboratories 

USA 

 

Andrew N. Young, MD, PhD 

Grady Memorial Hospital 

USA 

 

 

Staff 

 

Clinical and Laboratory Standards 

Institute 

USA 

 

Luann Ochs, MS 

Senior Vice President – Operations   

 

Jennifer K. Adams, MT(ASCP), 

MSHA 

Staff Liaison 

 

Megan L. Tertel, MA 

Editorial Manager 

 

Joanne P. Christopher, MA 

Editor 

 

Patrice E. Polgar 

Editor 

 

 

 



Number 19 GP36-A 

 

 iv 



Volume 34                         GP36-A 

 

 v 

Contents 
 

Abstract .................................................................................................................................................... i 

Committee Membership ........................................................................................................................ iii 

Foreword ................................................................................................................................................ ix 

1 Scope .......................................................................................................................................... 1 

2 Introduction ................................................................................................................................ 1 

3 Terminology ............................................................................................................................... 2 

3.1 A Note on Terminology ................................................................................................ 2 
3.2 Definitions .................................................................................................................... 2 
3.3 Organizations and Emergency Management Systems .................................................. 7 
3.4 Abbreviations and Acronyms ....................................................................................... 9 

4 Ethical and Legal Issues........................................................................................................... 10 

4.1 Medical Ethics and Emergency Response Planning ................................................... 10 
4.2 Legal Considerations in Emergency Response Planning ............................................ 11 

5 Leading and Developing an Emergency Operations Plan ....................................................... 13 

5.1 Program Initiation and Management .......................................................................... 14 
5.2 Understanding Risks in the Laboratory ...................................................................... 20 

6 Understanding Laboratory and/or Hospital Functions Important to Laboratory Operations  

 During an Emergency .............................................................................................................. 26 

6.1 Human Resource Challenges ...................................................................................... 26 
6.2 The Hospital ................................................................................................................ 31 
6.3 Communications ......................................................................................................... 35 
6.4 Utilities........................................................................................................................ 39 
6.5 Laboratory Information System .................................................................................. 42 
6.6 Laboratory Supplies and Inventory ............................................................................. 44 
6.7 Laboratory Tests and Instrumentation ........................................................................ 45 
6.8 Reporting of Results ................................................................................................... 46 
6.9 Documentation and Billing ......................................................................................... 47 
6.10 Point-of-Care Testing ................................................................................................. 48 
6.11 Laboratory Evacuation and Relocation ....................................................................... 50 
6.12 Hazardous Materials and Waste .................................................................................. 52 
6.13 Mass Fatalities—The Hospital Morgue Role.............................................................. 52 
6.14 Recovery ..................................................................................................................... 54 

7 Additional Functions That Affect Laboratory Operations During an Emergency ................... 54 

7.1 The Community: Responding to Disaster ................................................................... 55 
7.2 Cooperation With Public Agencies ............................................................................. 56 
7.3 Cooperation With Law Enforcement .......................................................................... 57 
7.4 Community Expansion of Care: Alternate Care Facilities .......................................... 58 
7.5 The Community Mass Fatalities Plan ......................................................................... 59 
7.6 Commercial Referral Laboratories ............................................................................. 60 
7.7 Transportation ............................................................................................................. 62 

8 The Role of Public Health During a Disaster .......................................................................... 64 



Number 19 GP36-A 

 

 vi 

Contents (Continued) 
 

8.1 Control of Chemical, Biological, and Radiological Materials .................................... 64 
8.2 The Laboratory Response Network ............................................................................ 65 
8.3 The Laboratory Response Network for Chemical Terrorism ..................................... 66 
8.4 The Laboratory Response Network for Radiological Terrorism ................................ 67 

9 The Emergency Operations Plan: Implementing the Plan ....................................................... 67 

9.1 Awareness and Training Programs ............................................................................. 68 
9.2 Laboratory Operations: Emergency Operations Plan Exercise, Audit, and  

 Maintenance ................................................................................................................ 70 
9.3 Crisis Communications ............................................................................................... 74 

10 Pandemic Influenza and the Need for Large-Scale Disaster Planning .................................... 77 

10.1 Pandemic Preparedness Plan: World Health Organization Phases and Centers  

 for Disease Control and Prevention Stages ................................................................. 78 
10.2 Recognizing a Pandemic ............................................................................................. 80 
10.3 Preparing an Organization for Pandemic Influenza .................................................... 80 
10.4 Preparing Personnel for Pandemic Influenza .............................................................. 81 
10.5 Staffing the Laboratory During Pandemic Influenza .................................................. 82 
10.6 Human Resource Issues During Pandemic Influenza ................................................. 82 
10.7 Employee Health During Pandemic Influenza............................................................ 83 
10.8 Laboratory Test Menu During Pandemic Influenza ................................................... 83 
10.9 Laboratory Services During Pandemic Influenza ....................................................... 84 
10.10 Laboratory Supplies During Pandemic Influenza ....................................................... 84 
10.11 Safety and Security During Pandemic Influenza ........................................................ 85 
10.12 Business Continuity During Pandemic Influenza ....................................................... 85 

11 Conclusion ............................................................................................................................... 85 

References ............................................................................................................................................. 86 

Additional References ........................................................................................................................... 91 

Appendix A. Sample Business Impact Analysis Questionnaire ........................................................... 93 

Appendix B. Sample Business Unit/Department Functions Worksheet ............................................... 96 

Appendix C. Sample Vendor Readiness Survey ................................................................................... 97 

Appendix D. Sample Template for Vendor Contact Information ......................................................... 98 

Appendix E. Sample Restricted Test Menu Based Upon Absenteeism Rate ........................................ 99 

Appendix F. Sample Chain of Custody Log Form ............................................................................. 102 

Appendix G. Sample Guidance on Chain of Custody and Sample Forms .......................................... 103 

Appendix H. Sample Exercise Design Checklist ................................................................................ 106 

Appendix I. Sample Exercise Simulation Exception Worksheet ........................................................ 114 

Appendix J. Sample Exercise Evaluation Worksheet ......................................................................... 115 



Volume 34                         GP36-A 

 

 vii 

Contents (Continued) 
 

Appendix K. Sample After Action Report/Improvement Plan Template ........................................... 118 

Appendix L. Sample Preparedness Checklist ..................................................................................... 131 

Appendix M. Special Situations and Comments from Laboratory “Survivors” ................................. 133 

Appendix N. Method for Validation of Blood Product and Sample Transportation Containers ........ 137 

Appendix O. Category A and B Biological Agents ............................................................................ 139 

The Quality Management System Approach ...................................................................................... 140 

Related CLSI Reference Materials ..................................................................................................... 141 

 



Number 19 GP36-A 

 

 viii 



Volume 34                         GP36-A 

 

 ix 

Foreword 
 

In 2003, partly in response to the terrorist events that occurred in the United States on September 11, 

2001, CLSI published GP46-R, Planning for Challenges to Clinical Laboratory Operations During a 

Disaster; A Report. That document sought to introduce laboratory professionals to considerations used to 

assess preparedness and begin planning for continuance and redirection of clinical laboratory services 

during emergency situations.  

 

GP36 was created to provide a more comprehensive document that incorporates disaster planning by 

process and example. It presents information that will be useful to experienced laboratory leadership and 

to those for whom preparedness planning is a new endeavor. This document follows a preparedness 

planning process recommended by business continuity planning professionals,1 which is intended to take 

the reader from early phases of preparedness planning through mitigation, preparedness, response, and 

recovery, while following the quality management approach for policies and procedures (see CLSI 

document QMS012). The document provides information on policy development through Chapter 5. 

Chapters 6 through 8 encompass the educational components that lead to the development of emergency 

processes and procedures (an emergency operations plan [EOP]), while Chapter 9 addresses EOP 

implementation. The document concludes with a short review of the special issues relating to pandemic 

influenza.  

 

This document is intended to lead the reader through a logical sequential approach to the emergency 

planning process. It is not intended to specify what the plan should look like. Plans should be adapted to 

the individual laboratory. Especially for hospital-based laboratories, a dominant theme should be 

integration of laboratory aspects of emergency operations with the larger hospital/facility EOPs. 

 

This document also generically or specifically refers to emergency plans that operate at the personal, 

laboratory, facility, system, community, state, and national levels. Laboratory emergency plans should 

relate properly to national, state, and/or local regulations or organizational plans that derive from these 

sources, depending on the topic. Attempts have been made to denote such relationships where deemed 

appropriate.  

 

CLSI consensus documents are developed through an open process that ensures wide review and broad 

application. This unique approach leads to standards and guidelines for medical testing and health care 

services that address identified needs of both global and national constituents. Most CLSI consensus 

documents are intended for global application. Under certain circumstances, however, a CLSI standard or 

guideline may be intended for primary use in a specific country or region. 

 

GP36 is one such consensus document. Although GP36 is a useful resource for a wider audience, it is 

intended primarily to help the user navigate the US requirements for disaster preparedness. Because 

relevant practices are widely country specific, the Consensus Committee on Quality Systems and 

Laboratory Practices determined that it would not be feasible to develop a comparable guideline intended 

for global application at this time. The consensus committee hopes that development of such a guideline 

may be possible in the future, as part of a long-term effort to harmonize regulations and practices.  

 

The imprint of the US flag (below the abstract, and throughout the document footer) and the unique 

tagline on the cover call attention to its national focus, and differentiate GP36 from our global consensus 

documents. 

  

Key Words 

Communications, continuity of operation plan, disaster, emergency operations plan, laboratory, pandemic, 

preparedness, public health, terrorism 
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Planning for Laboratory Operations During a Disaster; Approved Guideline 

 

1 Scope  
 

This document provides guidance for laboratory leadership and personnel to develop, implement, and 

sustain effective emergency operations plans (EOPs) that pertain to all hazards (eg, emerging public 

health threats, natural and manmade disasters, unexpected system failures) and support operations through 

the entire laboratory path of workflow (preexamination, examination, and postexamination). The 

discussion of the examination phase focuses on general principles and not on specific diagnostic tests.  

 

General aspects of this document could pertain to hospital laboratories, independent referral laboratories, 

and public health laboratories (PHLs). Additional emphasis is given on how to interact with governmental 

Laboratory Response Networks (LRNs). This document should be used as a guideline to develop a local 

or site-specific EOP.  

 

Laboratory analytical aspects involving biothreat incidents are not addressed. Although certain aspects of 

the guideline focus on emergency operational challenges confronting hospital-based laboratories, 

guidance for clinical laboratory preparedness for referral (independent) laboratories is also provided.  

 

2 Introduction 
 

International and national events have emphasized a need to expand laboratory, facility, community, state, 

and national preparedness to include realistic considerations of the types and magnitudes of emergency 

incidents heretofore thought impossible. This document seeks to recognize and address preparedness and 

operational challenges that are unique to the clinical laboratory.  

 

There are many inducements for a laboratory to establish a comprehensive disaster recovery plan. Recent 

audits, new laws and regulations, increased market competitiveness, accreditation requirements, or recent 

disaster may trigger the onset of the planning process.  

 

Disaster planning and preparedness requires dedicated people, time, and money. Of these three, dedicated 

people are the most important resource. A great deal of planning and work can be accomplished without 

expense through peer collaboration and volunteerism. Networking among the participants and potential 

stakeholders during disaster plan development is strongly encouraged in order to create a robust and 

flexible plan and to enhance other aspects of routine clinical laboratory practice, such as relationships 

with local public health personnel.  

 

Additional funding will be needed at most facilities to achieve suitable preparedness. Funding for hospital 

and laboratory preparedness may be available through national, state, local, or organizational sources. 

Currently, most federal funding is available to hospitals through contracts or grants administered by state 

authorizing agencies. The future status of the Metropolitan Medical Response System (MMRS), which 

has provided funds for emergency medical response enhancements to many cities where weapons of mass 

destruction (WMD) could pose a threat, is uncertain at the time of publication.3 Local community 

businesses and other resources may also be available to help communities prepare for emergency medical 

response. Laboratories may benefit directly or indirectly from these funding sources. 

 

 

 

 

 


