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Hazard list: System Risk Analysis:
The Hazard list is established within the Risk Management process and provides the Critical Functions (CFs) The System Risk Analysis analyzes, controls and evaluates design-related risks of the DDCP. It is also used to
that form the basis of the control elements for a DDCP. Primary Functions (PFs), performance/dosing related identify Critical to Quality (CtQ) sub-sytem functions. The System Risk Analysis is structured in hierarchical
functions, are also listed. levels, where the finished DDCP is divided into lower-level subs-systems. The aimis to increase the undestanding
of the DDCP and how failures of individual components effect the functionality of the whole DDCP. Failure modes
Hazardous situation : g _ _ _ Primary | Critical Function of the lower-level sub-systems are connected to failures on the DDCP system level using a hierarchical structure.
fazard (examples) = REelel L 3 Associated DOEP Function | Assoclated BPCBA T Function | (3% 25 E2 P The DDCP system level (H1) represents the System Risk Analysis, where failures are connected to hazards from
2 T T - - v M - the Hazard List. Thereby, failures of the DDCP are linked to CFs (including PFs) on the DDCP system level.
Haz01.02 Reduced efficacy resufting Following the cascade down the hierarchy from the system level to the lowest sub-system level will identify sub-
ﬁg .;T.J:Zf.tﬂ E:Iu?::lb;;.f::ed o Egﬂi{“ﬂ released to 'Fﬂleﬂqzﬂwtr;:ms; ;|ii1&:u5{§a| 53 Dosing n/a PE CF system functions, that contribute to the system level failure linked to a CF. These sub-system functions become
treatment - unrecognized intervention. critical to quality and are hence CtQ sub-system functions. These functions are identified on each level of the
hierarchy. So each DDCP has H2-CtQ sub-system functions, H3-CtQ sub-system functions, etc. connected to the
0001 oaogen |PAMOOENSpenetrate  |bcalinfecton/reddening of | g [ et Ny . CFs. Each sub-system level consists of a dFMEA for the specific subsystem. The primary packaging risk
exposure) body skin assessment and supplier documents (e.g. FMIEAs) can be used as direct inpuct document for the lowest
subsystem levels.
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N defined in the Risk Management Plan. Each harm listed in the Hazard List
¥ is assigned with a certain severity. DDCP Functions that are critical to (CF"Dosing” and the related CtQ sub-system functions + EPRs are the dosing-related H2-CtQs sub-system functions
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Critical to Quality is a DDCP sub-system function and/or attribute that
contributes to a Critical Function of the final DDCP.

EPRs are those H2-CtQs sub-system functions relevant to accurately
deliver the medicinal product via the correct route of administration at
the point of use.

Critical Functions are functions and/or attributes that ensure safety,
efficacy, and functionality of the final DDCP.

Primary Functions are functions or operational steps of a DDCP, when
not performed correctly, would directly result in a failure to accurately
deliver the medicinal product via the correct route of administration

and/or result in unacceptable harm to the patient. (ISO 11608-
1:2022)
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Device Control Plan: Example:
The DeVice ContrOl Pl-an l-iStS the |dent|f|ed CFS, PFS, EPRS, and CtQ Su b'S\/Stem funCtionS- TO eStabliSh a De\/ice Information from System Risk Analysis Information from Design Output document Information to be established by the team within this document.
Control Plan, the CFs and CtQ sub-system function must be linked to a DO, which then becomes an Essential
1 141 H 1 CF/PF on H1
Design Output (EDO). As EDOs are critical to quality, an adequate and effectlve.me'Fhod of control shall be . e L control Conteoctegony Justifcation / Comment
established for each EDO. Methods of control can be, for example, release testing, incoming goods inspections, System Level Y Y
or manufacturing controls. However, not all EDOs have to be inlcuded in the product specific CSS. In the Device = ud ud M . A .
o oo o . . o L Syri is a CMA in th i
Control Plan, a justification is given why control elements are included or not. el | Colorless |Appendix2, | | | e e
Product solution PF5 Syringe color  |no DO-PP-030 Incoming Goods Inspection Incoming goods |No . ; i . o
bili cibili appearance glass 55.3 included in the CSS via the primary packaging risk
i I't‘,l' Vit I-W assessment as Level 1 source document.
o o . : Implement control of Dose
De‘"ce ContrOl Plan — Process overview: 1 ldentlfv EDOS 2 ContrOL Of EDO 3 CSS RElevance . Dose Deliverable Accuracy/Deliverable volume  |Release Testing
Dosing accuracy iz Tz volume ves DO-NIS-130)2 2.0mL see DO-ID during release testing and and Stahility ves [E
) stability of DDCP
Device Control Plan * Incoming goods = Mot all EDOs/control elements
* Releasetesting are included in the product specific D Filled st Pl t 6.5 10.3 i trol during fill & Already included in the CSS via th trols of
- . , ose illed stopper unger stopper .5—10. in process control during fi ready included in the C5S via the process controls o
System Design Outputs * Stability testing CSS; only those related to an EPR Dosing accuracy |postion(Psy)| ' |position (ps1a) |T= DO-PFS-040) e DOID 5ich of the pFs. Pe MOl the fill & finish process.
- - * Process control and those not covered by
Risk Analysis
' surrogate control are relevant
Hazard List with CFs/PFs
CtQ- Desi Essential . General overview:
esign Control of Inclusion in . .
esign
Subsystem o Desig The overview on the right
Function utput Output EDO CSS? (y/n) shows the entire process for s
incorporating all critical e
elements into the control *
strategy summary. System Risk Analysis . op oL,
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EDOs are all device attributes whose control is necessary to nsorasatnatits [ c8s ™
° . EPRs
ensure safe and proper functioning of the DDCP.
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