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Abstract

Process and product introduction are essential aspects of a
company's product list. Many steps are involved 1n performing a
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Methodology

A series of phases was conducted to develop and implement a tool.
The tool 1s 1ntended for use 1n a real environment to support task

Results and Discussion

Risk Level Distribution per Stage

Developing a Tool to Identify At-Risk Tasks and Critical Decisions

Conclusions

The tool's analysis helps identify potential risks in advance,

successful introduction or transfer. But some steps include some management by identifying risks. 1: enhancing planning, HESOUTEE requests, and dec1319n-mak1ng '

tasks that can be underestimated. The issue with these tasks is that, * The first phase in developing the tool is data collection by 8 The tool Was developed in EXCGI.’ an accessible, easy-to-use
even when they are simple tasks, they can affect the whole project. using historical data, observations during execution, and ! softwa.r o USTIS .automate.d ca}culaﬂons and formulas to enable
Among the potential effects are budget or timeline impacts, personnel insights. = 2 o 7 (78%) §arly 1dent1ﬁf:at10.n of high-risk tasks. Also, a dashboard was
delays, and unnecessary expenses. The tool's use aims to improve e A risk level classification needs to be defined based on the 8 . 3 (50%) 1nc.luded to visualize the total number of tasks and the suggested
planning and readiness and minimize issues by providing clear, impact on time, budget, quality, or documentation ° actions. . . L . .
organized information for decision-making, requests for additional submission. ‘-,? 3550%) 2% 2 (22%) The introduction to Prqduct 1 1 ISt .au high-risk Fasks. This t estrng
support, and project tracking. The tool to 1dentify high-risk tasks * The previously identitied risks per task will be classitied as 0 shows great.er ql.lantlty of h1gh-r1.sk tasks durmg.the Yahdatmn
during process and product introduction was developed using low or high. Initial Confirmation Validation stage. Execution 1s the phase with the most high-risk tasks.

“Excel” by using dropdowns and formulas. The task is identified,
and different impacts are evaluated to determine the risk level and
suggested action. A real scenario was used to test the tool once

* Using software such as “Excel” to list tasks and risk levels.

Results and Discussion

m Low-risk Task mHigh-risk Task

* 78% of the validation tasks were classified as high-risk

Furthermore, the readiness activity 1s the primary contributor to
the high risk. The actions suggested for most of the high-risk tasks
were to request collaboration.

Risk 1dentification helps mitigate 1ssues such as delays,

implemented. The testing results confirmed that the tool can d; < to th duction timel;
. . . . . _ o unnecessary expenses, and impacts to the production timeline.
identify high-risk tasks, assess potential impacts, and suggest Risk Level Distribution per Phase It is im or?;nt tpo mairitain tasllz trackin top wvoid missed due dates
actions. A tool was developed using software such as Excel to visually 9 Th b £ th I - Jes th 50 ¢ k th K '
identify high-risk tasks. The tool includes columns for manuall - ¢ use of the tool provides the opportunity to track these tasks,
Ly g , ' , Y 7 not just mn a regulated environment; 1t could be used 1n
. entering information or dates, dropdowns, and automatic formulas : environments that provide customer services, among others
. . . . 3 (43% .
IntrOdUCthn to determine risk levels and actions. The process or product £ 5 6 (75%) g ’
. . o e . . . Q4
. .. . introduction stages are Initial, Confirmation, and Validation. Each O
Research will be conducted to help minimize delays and failures s ’ . 3 6(100%)
. . . . stage has different phases where the activities take place: Pre- 2 4(57%)
in executing tasks during transfer. Impact of simple tasks can be . . . . Future Work
. . . execution, Execution, Post-Execution, and Submission. The 1 2(25%)
underestimated, but the potential effects can be seen in delays, L oacts ¢ luat - task ar Litv/reeulat Fation . LIS
scraps, failures, etc. And this triggered a domino effect. A key pacts "o CYaltdic pel task are qUallty/TegUliatony, OpCrations, Pre Execution Execution Post Execution Submission In the future, the tool could include due dates and status to
. .. S e . . project timeline, and budget. Also, i1ssues such as managing . . : : : :
challenge in task execution is the inability to identify 1in advance . . . .. "Low-riskTask  mHighrisk Task provide a better picture of task progress. Also, high-risk
he additional p . od. Th L official content, collaborating with additional departments, and , ,
the additional resources and support required. Lhese situations handling non-routine tasks were identified tasks that have not been stated could be 1dentified, and a
. .y . : . -0 . . L .
result n delays aI‘lq unnecessary €xpenses. Id?ntlfylng these risks 75% of the execution tasks were classified as high-risk follow-up could be provided.
in advance 1s critical to ensuring the efficient and successful Project: High-risk Task Identifcation Tool
completion of the task and readiness, a tool will be developed to T FT
re-evaluate or escalate the task. ok Risk Level per Process Stage
_ 8 Acknowledgements
TestD: ‘k taion G e;tTlth;ate'l NO NO YES VES NO NO NO . 2 ‘
e et s e S ; The project was completed through the guidance, support,
Background S EEEEE 5 oo and feedback provided by the advisor. Additionally, the
Confimation PreExecution TestDocumentation  Generate Test Material YES NO VES VES NO YES NO 4 High Action Required = ( 0) ° 1
. . Confimation ~ Execution Materials Request Materials NO NO NO YES YES NO NO 2 Low Evaluate % 4 kﬂOWledge and recommendatlons Of COleagueS Were
The transter requires support from many areas. When a transfer is e e e o e : 1 throushout the devel £ ih L The:
in progress, a strategy and a structured design are developed. e e e o oo b - B 26 essential throughout the development of this work. Their
Simp]e tasks can affect the delivery of primary tasks. A digita] tool Cg::?;;:nm TEIEZ?J?: ?:;:EECCE;"::;"E: %Eﬁ%:%:%:l?: EE E§ E :EE E§ Y::é Y:EE E E{E Eg:g:ggﬂ:gn j o 1nput and support from cveryonc involved contributed
can be developed to support activity planning during a transfer. Wi Pt felies Tt | 8 T w [ W T w w1l » Pelw] : 1(25%) significantly to the successful completion of this project.
. . o o . Validation  Execution Equipment Delegate Readiness NO VES NO VES NO YES YES 4 High RequestSuppont
The tO()l Wlll Supp()l’t tranSfer activities through plannlng, Vaidaion  Blecuton Mateils_ DelegateMatr Trnsler N0 ES N0 VES N0 \ES ES 4 Hih RequestSuppon Test Document Materials Readiness Equipment Final Documentation
. . . . L. . Validation  PostExecution Final Documentation  Submit forAgencies ¥ES NO NO ¥ES NO NO ¥ES 3 High Request Support
execution, and real-time monitoring. Also, the decision-making Vb Esabn elinetin pelshial |V n_ | & E [ N = mLow-riskTask mHigh-risk Task
process will be conducted with accurate information. These

Once the tool was completed, it was implemented and used to
conduct a test using information from the Product 1 introduction.

References

1. P. E. C. Johansson and M. Johansson, “Customizing management

enhances efficiency enabling the use of accurate information to
make decisions and coordinate support .

* A total of seven (7) readiness tasks are identified as the

primary contributors to the high-risk distribution

strategies for product introduction n low-volume

Distribution of Risk Level manufacturing,” Sustainability, vol. 11, no. 10, p. 2915, 2019.

Risk Level Distribution per Action Suggested

m

14

12 2. F. Elgh and P. Johansson, “Opportunities and challenges of increased
digitalization during new product introduction,” Procedia CIRP, vol.

The main objective 1s to develop a tool that identifies high-risk

10

tasks and critical decision points during product or process 2 100, pp. 768773, 2021.
transfer. = 10 o ’ 3. C. Gonzalez, P. Vanyukov, and M. K. Martin, “Common process
Other objectives include: 3 2 14(84%) é 6 10 (91%) demands of twq complex .dynamic control tasks: Transfer 1s mediated
 Analyze common causes of delays and failures during task , o 3% 4 ; by comprehensive strategies,” Journal of Experimental Psychology:
execution ) , (80%) App?led, vol. 11, no. 1, pp.. 50-60, 2.00.5. | N |
» Categorize tasks based on the risk level ; ) - T 4. X. Jin and Y. thcmg, “Usmg.a brgln-lnsplred demsmn-makmg.system
» The use of a tool (Smartsheet) for the early identification of High Request Support Action Required - to model a real-time responsive risk assessment of the dynamic tasks

involved with hazardous materials,” Procedia Manufacturing, vol. 26,
pp. 1044-1053, 2018.

5. M. Venkatesh et al., “Product lifecycle management and regulatory
considerations 1n pharmaceutical manufacturing,” Asian Journal of
Pharmaceutical Sciences, vol. 15, no. 4, pp. 421435, 2020.

tasks with potential impact Risk Level

* Improve task planning and readiness

m Low-risk Task mHigh-risk Task

* Fourteen (14) tasks, or 64% of tasks, were classified as high-

ik * 91% of collaboration with another department was classified

as high-risk tasks.
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