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Abstract: This study provides a succinct overview of a review on the life cycle management approach to 

asset qualification. The review explores strategies for effectively managing assets throughout their life cycle 

to ensure optimal performance and qualification. Key considerations include the integration of technology, 

data analytics, and risk assessment methodologies to enhance asset reliability, maintainability, and safety. 

The review also discusses the importance of incorporating sustainability principles into asset management 

practices. Overall, the review highlights the significance of adopting a comprehensive life cycle 

management approach to asset qualification in various industries, aiming to maximize asset value and 

minimize operational risks 

 

Keywords: Risk Management, Asset Performance, Maintenance Strategy 

 

REFERENCES 

[1]. Laboratory  Controls,  General  Requirements,  Code  of  Federal Regulations, Part 211.160, Title 21, Rev. 

April 2000. 

[2]. Maintenance  and  Calibration  of  Equipment,  Code  of  Federal Regulations, Part 58.63, Title 21, Rev. 

April 2000. 

[3]. Bedson P.,  The Development and Application of Guidance on Equipment  Qualification  of  Analytical  

Instruments,  Accred. Quality. Assurance. 1996; 1(6):265–274. 

[4]. Bedson P.,  The  Development and Application of Guidance on Equipment  Qualification  of  Analytical  

Instruments,  Accred. Qual. Assur. 1996; 1(6):265–274. 

[5]. Unites    States   Pharmacopeia,   Chapter    <1058>,   Analytical Instrument Qualification, Rockville, USA, 

2008. 

[6]. Bridges,  D.  (2005).  Compliance  requirements  for  equipment and   instrumentation   in   GLP   studies.   

Society   of   quality assurance first global QA conference 21st SQA annual meeting preconference training. 

Florida. USA. pp. 1-17. 

[7]. Huber,  L.  (2005).  Compliance  Requirements  for  Equipment and  Instrumentation  in  GLP  Studies  in  

Gap  Analysis,  Risk Assessment,   &   Master   Validation   Plan.   21st   SQA   Annul Meeting 

Preconference Training, Florida, USA. 

[8]. Unites    States   Pharmacopeia,   Chapter    <1058>,   Analytical Instrument Qualification, Rockville, USA, 

2008. 

[9]. M.  Freeman,  M.Leng,  D.  Morrison  and  R.P.  Munden  from  the UK Pharmaceutical Analytical Sciences 

Group (PASG), Position Paper  on  the  qualification  of  analytical  equipment,  Pharm. Techn. Europe, 40-

46, November 1995. 

[10]. Huber,Validation and Qualification in Analytical Laboratories,   Interpharm,   Informa   Healthcare,   New   

York, USA, 1998, Second revision 2007. 

[11]. Final of Annexure 15 to EU    Guide    to    Good Manufacturing Practice, Qualification and Validation. 

[12]. Unites    States   Pharmacopeia,   Chapter    <1058>,   Analytical Instrument Qualification, Rockville, USA, 

2008. 



IJARSCT  ISSN (Online) 2581-9429 

    

 

       International Journal of Advanced Research in Science, Communication and Technology (IJARSCT) 

                             International Open-Access, Double-Blind, Peer-Reviewed, Refereed, Multidisciplinary Online Journal 

 Volume 4, Issue 1, January 2024 

Copyright to IJARSCT                    679 

www.ijarsct.co.in                                                   

Impact Factor: 7.53 

[13]. PIC/S, PI 006-2, Recommendations on Validation Master Plan, Installation and Operational Qualification, 

Non-sterile Process Validation, Cleaning Validation. 

[14]. British    Standard,    BS    3811,    “Glossary    of    maintenance management terms in terotechnology,” 

March 1984. 

[15]. Norsok   Standard,    Z-008,    Rev-2,    “Criticality    analysis    for maintenance purposes,” November 2001. 

[16]. FDA;  "Guidance  for  Industry  -  Formal  Dispute  Resolution: Scientific   and   Technical   Issues   Related   

to   Pharmaceutical CGMP" 

[17]. Taylor,   Nick.   In-Pharma   Technologist.com;   "Ignore   a   form 483? Not wise say FDA" (26-02-2009) 

[18]. "Goebel,  Paul  W.;  Whalen,  Matthew  D.;  and  Khin-Maung-Gyi, Felix. Applied Clinical Trials Online; 

"What a Form 483 Really Means" 01-09-2001" 

[19]. Rios,   Maribel.   Pharm   Tech   Talk;   "FDA   Begins   Enforcing Deadlines on Form 483 Responses" 15-

09-2009 

[20]. Risk     based     equipment     qualification:     A     user/supplier cooperative   approach,   GAMP   Italia   

Equipment   Validation Work    Group,    Pharmaceutical    Engineering,    2007;    27(3). 

 


