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Abstract

Implement a preventive operations in-process auditing system with final Three types of audits of operations in the process will be carried out by (3 Classtied Area ) Non Clasifed A At a general level, it was observed that the processes lacked such audits,
Inspection points at Company J, that monitors product, packaging quality auditors/technicians, such as General Audit, Audit of - — nGompars which generated non-conformities that could not be corrected, and the
configuration, and documentation execution to assure product manufacturing in process and Audit of Final Manufacturing Inspection 1Mo G o e e S o 204 product ended up being discarded. An audit process has been put in place
manufacturing specifications are being met throughout the entire Points. A general audit includes, but is not limited to, the following: Audit 2 | ot pr s s G rceee 0400 that proactively confirms that current controls and practices are being
- . . . . . . . 4 | Mo personal belongings inside clesn room sres. 0O:0:0 . . . .
manufacturing process. This will be a preventive Quality Assurance purchase orders, logbooks, audit line clearance process, audit solvents and [ Wrearcs o o o Casd oo s e S oGt | (1,01, followed in manufacturing areas through procedures. This will be
approach. The internal audit program assure that the quality system solutions, visual aids, audit facility, equipment condition, and controlled | e RS D ggg considered a preventative Quality Assurance approach and a risk
maintains compliance with internal quality to assure that the quality room gowning practices in manufacturing areas. In process audits the | e g o e e T e mitigation measure that is not intended to replace existing quality
systems are effective in achieving quality and business objectives. quality auditor/technician will verify acceptance activities, identification, o | At sotct it sttty o sutaces 0400 controls. The processes need to be audited to identify discrepancies or
. . . . 10 L:nrii:nﬁ.ofpepas. notebooks, and other office materisls that are not necessary for Classified Area documentation DJ'D"D . .
Key Terms - Internal Audit, Quality, Inspection, Manufacturing and traceability, labeling and packaging, handling and storage, and e 500 non-conformities that, when detected, could be an opportunity for
Operations manufacturing records for adequacy, completion, and compliance with G i s e — g,-g,g Improvement, allowing a quality product to reach the market with a
established manufacturing procedures. The Manufacturing Final Inspection e satisfied customer. Through the implementation of audits, it allows to
I ntrOd UCti on Points Audits are performed, at or after the final inspection operation, are 15| oeenzaion o going ror ed g plces e apropste o 000 improve the control and monitoring system in the Company. The benefits
. . . I 18 | Verification of gowning room organization, supplies svsilsbility and proper dispose of used gowns. 0O:0:0 . . . - - . .
met per established procedures, required to audit product families and p— . of the Quality Audit in Processes are: Minimize documentation errors,
Quality assurance is critical in the pharmaceutical sector since patient operators randomly. An instructions document was created to execute said reduce non-conformity investigations, avoid rework, promote quality
health and well-being are at risk. Maintaining quality in production quality inspection and checklists for this audits to evaluate different Figure 5 : Classified Area or Non-Classified Areas Gowning Practices Checklist awareness, and deliver a product that meets or exceeds customer
becomes more challenging as product design complexity and throughput topics. expectations.
I I I I I mer mproved
rise. Improving quality control (QC) is required for manufacturers to T s iﬂfﬁ‘inf . o
fulfill rising market demands while maintaining acceptable standards. o e Quatty Techmician(oint name) it aterTime.
. . . . Implement a preventive operations in-process enetits Uaiity In Frocess ' [ ' .
Company J has in place extensive systems and processes to give its staff g i s 0 apacrca e | TS b prockss sty puriomed by W, |/ i e operator prcedures Hepeat Q”a"t”l 'mpr°£"id
- - - - Company ), that monitors product, «  Gowning Inspection o Minimize Socumentation errons. Operation / Area: PO: Model: PO / Lot Qty: Business Contro ma:ie
the foundatlon and tOOIS reqUIred to SUStaIn d SucceSSfUI quallty z:zt:'e‘:ﬁa:::":::::f:n a‘:d 2o : l(:‘e:::l::jpzf‘:ﬁ’:‘spedwn * Reduce :loncconformancee Material Segregation/Identification: [_JPass [[JFail ] N/A  Line Clearance: [JPass [JFail CINA  System Access: [JPass []Fail postten
management SyStem' product man;:facturnng specifications * Final Packaging Inspection r ::ve;t'ganor:' Procedure vs Practice: DPassDFaiIDNM Customer > - Reduced
sre being met throughout the entire — ;.-i—-_ﬁi e E::;u::;?;u:myconsc;ousness. In Process Inspection Audit Referrals w Iiability risk
manufacturing process. This will be a ] _
P bl St t t preventi:e gupallty A::::rancel approach; Q ,_\/::“;- _';‘:.‘fl ; ?::::i;::ﬁtd:;::l?:et A Num Order / Serial / Batch or Lot No. Pass/Fail Comments [_] N/A FIgUI’e g- BenefItS Of US|ng Quallty ContrOI in Manufacturlng
ro em a emen attainment of this auditing plan is not a . "'..’Jt.)um:‘,' -8 s exp ' 1 Pass [_] Fa?ID L) A
product release criteria and it does not gjj ASSURANCE _:!4 i E::i% E:::E E:i
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) ] 2.1 Quality Assurance (QA) In-process Auditors/Technicians QA 'nspection and Auditing Manufactu'ing Areas
In the product manufacturing process, and employee. 3.0 EQUIPMENT: R f
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5.0 INSTRUCTIONS:
5.1 Operations In-Process Audits &
Project needs or requirements will be examined and determined using a o e e e iepaaions. In-process. auds 6
variety of tools. When carrying out a field study, such as carrying out an +  General Audit 4
. . . . « Manufacturing In-Process (Product) Audit
internal audit of the company, checklists are used as the main tool, where . Manufaciuring Final Inspection Points Audi >

— : . \ [3] (S/1). The_Audit_Process_in_the_Shipp.pdf. Retrieved 2022, October  23.
qualitative data 1s collected to describe the state of the company's _ _ N _ _ o htto://The Audit Process in the Shipp.pdf
operations. Field research involves selecting an event, condition, or Figure 3: QA Inspection and Auditing Instructions Manufacturing Areas General Inspections In Process Audits Gowning Practices [4] Kumar, A. (2022, April 26). Inspection in Manufacturing  Processes: Why It is
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. . . . . Quality Technician Date/Time: B Manufacturing Areal  m Manufacwuring Area 2 de 2022, de https://www.graphicproducts.com/articles/quality-control-in-manufacturing/
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from a document created as instructions for a preventive audit system in b il 5 — | Pass | Fail | N [6] May. (1996, mayo 1). John Sawyer is lead assessor and manager of regulatory engineering
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verify that the manufacturing specifications of the product are met e ——— SR RS P 9 9 conducting-internal-audits-taking-companys-pulse
R . . 1. DHR (Device Histor_].-' F{ecnrd}! ar e!:]HF'. {Electronic Devi:;e Histor;r.F'.ecord} and prnduc?
throughout the manufacturing processes by monitoring the product, S e oot onan T Rk COR e | 0| 0 | O [71  Pyzdek, Thomas, and Paul Keller. 2013. “Quality Audits.” Chap. 10 in Handbook for
packaging design and execution. Then some checklists will be done, 2" Syslem s avalabl 0 al cmplojess and assocites demonsirate he knowlecge toaccess [ 7 " Quality Management: A Complete Guide to Operational Excellence. 2nd ed. New York: McGraw-Hill
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where the feasibility will be reviewed. The project will be executed with T oo o o st Gyl rrans et s soomros | 0 | 0 | O
the previous tools following the Project Management Life Cycle (PMLC) b ooy mowaly e oot At h.complanee (seal Meor. oseEdE= M) 0 1 o | o [8] Moore, D. C. (1999). System audits versus process audits in quality improvement efforts (Order
. G o compi - No. 1392522). Available from ProQuest Dissertations & Theses Global. (304547196).Retrieved from
5. Ulilities s:.rlmems are prpperl:.r identified and !n c_umphance (valves not leaking, returns not ' G en e‘a’ ' ectn n . : ) .
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1. Equipment is properly identified and within due date. O O O - ) .
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