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How to use this template
An editable framework for planning and documenting a device-specific biological evaluation
Use this template to turn information about your wipe, its exposure pathways and existing evidence into a documented plan. Complete the 11 sections, assign actions and obtain the appropriate scientific and organisational review before implementing the plan.
This is an original MedDev Advisory template. It is not the ISO standard, a completed BEP, a Biological Evaluation Report (BER), or a prescribed test package. Whether this framework applies depends on the product’s intended use, regulatory status and target market. [1–3]
How to complete your working copy
Save a copy under your own document identifier. Replace every bracketed prompt, expand the tables and duplicate records as needed. Record unknown information as an open action with an owner and due date. Use “not applicable” only with a documented reason. Delete instructional text from your approved working copy, while retaining relevant scientific reasoning and source references.
Use a controlled copy of the applicable standards and current market requirements. This template does not reproduce their endpoint tables or replace qualified biological safety, toxicology, reprocessing or regulatory judgment. Instructions and blank records are editable Word text; there are no macros or automatic decisions.
Plan structure
Work through the three phases in order. Keep unknowns visible, link every decision to its supporting record and obtain the appropriate review before implementation.
	PHASE 01
Define the system
	Sections 1–4  ·  Scope, product, finished wipe, contact and exposure

	PHASE 02
Plan the evidence
	Sections 5–8  ·  Materials, hazards, existing evidence, chemistry and toxicology

	PHASE 03
Decide and govern
	Sections 9–11  ·  Test strategy, risk traceability and lifecycle review


Working sequence
	01
	02
	03
	04

	Save a controlled copy
	Complete every applicable prompt
	Assign gaps and reviewers
	Approve before implementation



SECTION 01
Scope and document control
	Organisation and manufacturer
	WORKING ENTRY

	[Legal manufacturer and document owner]



	Document ID and revision
	WORKING ENTRY

	[Your controlled BEP identifier, revision, status and date]



	Device and scope
	WORKING ENTRY

	[Wipe name, model codes, formulation revision, included variants and explicit exclusions]



	Purpose and linked files
	WORKING ENTRY

	[New product, change assessment or other reason; risk management file, technical file and intended BER reference]



	Role
	Name and relevant competence
	Approval record and date

	Prepared by
	[Name / role]
	[Pending]

	Scientific review
	[Name / relevant expertise]
	[Pending]

	Authorised by
	[Responsible function]
	[Pending]



Approval of this plan authorises the agreed evaluation work. It does not establish that biological safety has already been demonstrated.
SECTION 02
Intended purpose and product determination
	Intended purpose and claims
	WORKING ENTRY

	[Describe what the wipe is intended to do; quote the controlled intended-use statement and IFU revision]



	Patients users and setting
	WORKING ENTRY

	[Patient population, relevant vulnerable groups, intended users, use environment and limits of use]



	Product determination
	WORKING ENTRY

	[State the category and regulatory basis for each market, including any unresolved classification question]



A patient skin wipe, a device-processing wipe and a general surface disinfectant can follow different regulatory routes. A “medical” label alone does not establish ISO 10993 applicability. Resolve that question before using this as the product’s biological evaluation plan. [1, 2]
	Market
	Applicable framework and edition
	Conditions and verification

	[Market]
	[Standard / guidance / device-specific control and exact edition]
	[Recognition scope, exclusions, transition provisions, source, reviewer and date checked]

	[Market]
	[As applicable]
	[Any differences from the first market]



	Plan applicability
	WORKING ENTRY

	[Explain why biological evaluation applies to the specified pathways, or record the alternative assessment needed]



SECTION 03
Final finished wipe description
	Wipe system
	WORKING ENTRY

	[Substrate, dimensions, complete liquid formulation reference, loading range, packaging configuration and variant differences]



	Manufacturing and condition of supply
	WORKING ENTRY

	[Key processes, process aids, cleanliness controls, sterilisation if applicable, batch traceability and relevant specifications]



	Storage and life
	WORKING ENTRY

	[Shelf life, packaging integrity, opening period, storage conditions, aging and foreseeable dry-out effects]



	Use sequence
	WORKING ENTRY

	[Amount applied, application method, frequency, exposure after wiping, and any rinsing, drying or subsequent reprocessing]



Evaluate the relevant final finished system, including processing and residues. A supplier’s raw-material or ingredient record alone does not establish the finished wipe’s safety. [3]
SECTION 04
Contact and exposure map
Give each distinct pathway an identifier. Include substances left behind after the wipe is removed. For a device-processing wipe, map the processed device’s later patient contact and the specified subsequent processing steps. Do not assume that wipe contact time equals residue exposure time. [3, 5]
	Pathway ID and route
	Who and where
	Exposure description

	[P01] Direct wipe contact
	[Patient / tissue]
	[Substrate and liquid contact; frequency, time per use and cumulative duration]

	[P02] Deposited liquid or residue
	[Patient / tissue]
	[Amount retained, area, persistence, rinsing and repeated use]

	[P03] Via a processed device
	[Patient / tissue]
	[Device, residue transfer, later contact and repeated processing cycles]

	[P04] Non-patient user
	[User / site or route]
	[Intended contact and foreseeable exposure; governing safety framework]



These are prompts, not assumed product pathways. Delete an irrelevant pathway only after recording the reason; add any missing one. Separate the ISO 10993 evaluation from other user or occupational-safety assessments where their scope differs. ISO 10993-1:2025 includes non-patient user contact where the device is intended for personal protection; device-specific controls may require other evidence. [6]
Exposure basis for each retained pathway
	Pathway and contact classification
	WORKING ENTRY

	[Pathway ID; direct or indirect contact; tissue condition; duration classification and its current source]



	Exposure schedule
	WORKING ENTRY

	[Uses per day, amount per use, area, retention time, treatment period and calculation of cumulative exposure with units]



	Worst relevant exposure
	WORKING ENTRY

	[Maximum credible use, high loading or retained residue, sensitive population and assumptions requiring evidence]



	Supporting records and gaps
	WORKING ENTRY

	[IFU / transfer measurement / literature or other source IDs; unknown inputs and action IDs]



Duplicate this exposure-basis record for each pathway. Do not combine distinct tissues, users or residue routes merely to fit one contact category.
PHASE 01 CHECKPOINT
	☐
	Product determination and document scope are explicit.

	☐
	Every retained contact and residue pathway has an evidence basis.

	☐
	Unknown inputs remain visible as assigned actions.


SECTION 05
Materials and manufacturing information
Build a traceable inventory for the substrate, complete formulation, additives, impurities, processing aids and potentially transferred packaging constituents. Link restricted composition records through an agreed confidential review route; a safety data sheet may not provide a complete composition record.
	Item and function
	Specification and range
	Source and information gap

	[M01] Substrate
	[Grade, supplier, treatments and additives]
	[Record ID / revision; missing details]

	[M02] Formulation component
	[Identity, CAS if available, concentration range, purity]
	[Supplier record and accessible assessor]

	[M03] Process input
	[Processing aid or sterilisation-related substance]
	[Residual controls and supporting data]

	[M04] Packaging interaction
	[Material / potential migrant or sorption effect]
	[Relevant study or open question]

	[Add rows]
	[Include each relevant constituent]
	[Owner / action ID for gaps]



	Formulation completeness
	WORKING ENTRY

	[Reconcile the formulation with its specification; explain ranges, totals, proprietary mixtures and unidentified constituents]



	Process and supplier controls
	WORKING ENTRY

	[Which steps can add, remove or alter substances; acceptable ranges, change notifications and residual controls]



	Aging and in-use changes
	WORKING ENTRY

	[Potential degradation, evaporation, concentration changes, microbial concerns or interactions; evidence or planned assessment]



	Link to finished product
	WORKING ENTRY

	[How this inventory maps to marketed lots, included variants and the representative articles in section 9]



Supplier evidence request
For each gap, request the exact missing information and its revision: composition and permitted ranges; substrate additives; relevant impurities and residues; change-control arrangements; and supporting analytical or biological evidence with the tested formulation, article and method. Define who may access confidential records and how the evaluator’s conclusions will be recorded.
	Outstanding requests
	WORKING ENTRY

	[Supplier / document needed / confidentiality route / action ID / owner / due date]



SECTION 06
Biological hazards and evaluation questions
Identify biological hazards from the actual device and exposure profile. Use the applicable controlled standards and market guidance to identify every relevant biological effect and any device-specific question. Do not treat the two blank rows below as a complete endpoint list. [1, 4]
	Question and pathway
	Hazard and possible harm
	Basis and planned route

	[Q01 / Pxx]
	[Substance or physical feature, exposure and potential biological harm]
	[Applicable effect; source; evidence review, chemistry, toxicology, testing or rationale]

	[Q02 / Pxx]
	[Add all relevant questions]
	[Risk-file ID and decision owner]



	Coverage rationale
	WORKING ENTRY

	[Show how the complete set of relevant effects and device-specific hazards was considered; justify any not-applicable determination]



SECTION 07
Existing evidence and applicability
Record evidence you can actually inspect, including the relevant source page or result. A passed test, material history or similar product does not establish applicability without a comparison to this wipe, use state and pathway. [3, 4]
	Evidence ID and record
	What it supports
	Applicability and limitation

	[E01] Title, date, revision and source pages
	[Qxx / tested article / method or finding]
	[Matches and differences in composition, process, exposure, aging or market; unresolved gap]

	[E02] Supplier / literature / prior test / clinical or post-market evidence
	[Relevant question and result]
	[Quality, access, limitations and review status]



	Search and selection approach
	WORKING ENTRY

	[Sources searched, search date, terms, inclusion logic and records retained for literature or public evidence]



	Evidence reuse rationale
	WORKING ENTRY

	[Comparison with the current device and variants; differences that prevent or limit reuse; corroboration required]



	Evidence sufficiency decision
	WORKING ENTRY

	[For each Q ID, identify the accepted evidence, remaining uncertainty and required action; reviewer and date]



SECTION 08
Chemistry and toxicological strategy
Plan the chemical information needed to answer the retained exposure questions. Decide whether existing information is sufficient, what additional characterisation or transfer measurements are needed, and when a qualified toxicological assessment is required. Explain the rationale; do not automatically order the same study for every wipe. [3, 4]
Source to exposure reasoning
	Substances and pathway
	WORKING ENTRY

	[Link formulation, substrate, process or packaging sources to P IDs; address unidentified constituents and degradation products]



	Transfer and persistence
	WORKING ENTRY

	[How substances reach the patient or applicable user; mass or concentration, units, retention, removal and repeated-use assumptions]



	Processed-device scenario
	WORKING ENTRY

	[Wipe-to-device transfer, device area or fluid path, drying, rinsing, subsequent validated processing, cycles and resulting patient exposure]



	Evidence needed
	WORKING ENTRY

	[Composition data, simulated-use transfer, extractables or other justified measurements; study purpose and question IDs]



Analytical study plan when justified
	Study design
	WORKING ENTRY

	[Article, state and rationale; extraction or simulated-use conditions; methods, controls, recovery and relevant blanks]



	Analytical adequacy
	WORKING ENTRY

	[Detection / identification / quantification capability, treatment of unknowns, reporting thresholds and rationale for the biological question]



	Toxicological handoff
	WORKING ENTRY

	[Substance identity, amount and units, analytical uncertainty, exposure route, frequency, duration, population and dose calculations supplied to assessor]



	Decision criteria and uncertainty
	WORKING ENTRY

	[Predefined evaluation approach and sources; uncertainty factors or limitations determined by the qualified assessor; actions if information is insufficient]



	Responsibility and output
	WORKING ENTRY

	[Study owner / analytical laboratory / qualified assessor / deliverable IDs / target date]



Do not assume evaporation removes non-volatile residue or that chemical identification alone resolves every biological effect. Record why the chosen approach addresses the relevant question and what remains for other evidence routes.
PHASE 02 CHECKPOINT
	☐
	Materials and process inputs are traceable to controlled records.

	☐
	Each biological question has an evidence route or an open action.

	☐
	Chemistry and toxicology handoff inputs, units and uncertainty are defined.


SECTION 09
Testing and justification of the selected article
Complete one decision record per evaluation question or justified group of related questions. A decision to use existing evidence instead of new testing needs its own explicit rationale. Plan evidence generation before work starts; record actual results and the integrated conclusions in the later BER. [4]
	Question
	Evidence route and reason
	Output and owner

	[Qxx]
	[Existing evidence / additional information / analysis / testing; why it resolves the question]
	[Record or protocol ID / owner / date]

	[Qxx]
	[Include unresolved questions; do not mark them complete]
	[Action ID / owner / date]



Test article and method record
	Article identity
	WORKING ENTRY

	[Wipe or processed device; model, batch, formulation revision, loading, quantity and traceability]



	Representative state
	WORKING ENTRY

	[Processing, sterilisation if relevant, packaging, aging, opened condition, use or reprocessing cycles; worst-case rationale]



	Variant coverage
	WORKING ENTRY

	[Which variants this article represents, comparison basis, exclusions and extra articles needed for different worst cases]



	Method and preparation
	WORKING ENTRY

	[Method / standard edition, biological question, sample preparation, extraction if used, controls and deviations requiring justification]



	Protocol and criteria
	WORKING ENTRY

	[Laboratory scope and relevant competence, reviewed protocol, acceptance criteria and their basis before testing]



	Unsatisfactory or ambiguous result
	WORKING ENTRY

	[Investigation, validity checks, risk reassessment and approval steps; no selective omission of adverse results]



Rationale for no additional testing when proposed
	Question and supporting records
	WORKING ENTRY

	[Q ID and exact E IDs, applicable standard / guidance and relevant evidence]



	Scientific justification
	WORKING ENTRY

	[Explain applicability to the finished system, exposure and all represented variants; address limitations and contrary evidence]



	Residual uncertainty and approval
	WORKING ENTRY

	[Why remaining uncertainty is acceptable or what further work is needed; qualified reviewer and decision date]



SECTION 10
Risk management traceability and completion
Connect each question to the risk management file, the evidence needed and the eventual BER. Keep a proposed action separate from completed evidence. Biological safety, cleaning or disinfection efficacy, and material compatibility require distinct conclusions even where studies inform more than one question. [4, 5]
	Question and risk
	Action or control
	Owner and due date
	Closure evidence

	[Qxx / risk ID]
	[Action; required output; acceptance criterion]
	[Name / date]
	[Pending; later E ID and BER section]

	[Qxx / risk ID]
	[Additional rows as required]
	[Name / date]
	[Decision / reviewer / date]



	Completion criteria
	WORKING ENTRY

	[All relevant questions resolved with adequate evidence; deviations investigated; risk conclusions reviewed; remaining actions and restrictions documented]



	BER responsibility
	WORKING ENTRY

	[Author and reviewer; intended document ID and schedule; integration of results, limitations and overall biological safety conclusion]



	Plan review decision
	WORKING ENTRY

	[Approved / revise / on hold; reasons, prerequisites and approval record. Do not prefill a safety conclusion]



SECTION 11
Lifecycle changes and reevaluation
Use the triggers below as a starting point. Define who receives each change, assesses its biological relevance and decides whether the BEP, supporting evidence or BER needs updating.
	Change trigger
	Assessment and responsibility

	Formulation substrate or supplier
	[Impact on composition, impurities, loading and exposure; owner]

	Manufacturing packaging or shelf life
	[Residuals, interactions, aging, sterilisation and representative state; owner]

	Claims use instructions or contact
	[Population, frequency, duration, residue route or reprocessing sequence; owner]

	New evidence or requirements
	[Complaints, adverse findings, new studies, standards or market controls; owner]



	Review mechanism
	WORKING ENTRY

	[Change-control link, periodic review approach, information sources, owner, and next review date or event]



	Revision history
	WORKING ENTRY

	[Working-copy revision / date / reason / affected questions and evidence / approver]



PHASE 03 CHECKPOINT
	☐
	Testing and no-additional-testing decisions identify their evidence and reviewers.

	☐
	Risk controls, owners, due dates and closure evidence are linked.

	☐
	Lifecycle triggers and the review mechanism are recorded.


Before issuing your completed plan
Use this final check after completing the 11 sections. Keep outstanding issues visible rather than converting an unknown into a favourable conclusion.
	☐
	The product determination and market-specific basis are documented; all relevant patient and user pathways have been assessed under the correct framework.



	☐
	The finished wipe, its formulation, substrate, loading, processing, packaging and use state are traceable to the evidence and proposed articles.



	☐
	Every relevant biological question has an evidence route, a documented applicability judgment and any necessary action.



	☐
	Residue transfer, cumulative exposure and processed-device pathways are addressed where relevant; efficacy and compatibility remain separate evidence questions.



	☐
	Any proposed testing or no-additional-testing rationale has been scientifically reviewed, with clear criteria, limitations and responsibilities.



	☐
	All bracketed prompts are completed or justified, source revisions are recorded, and the plan has the required organisational approvals.



Public sources for the planning approach
Links checked 9 September 2026. They explain the approach and do not replace the controlled standards or product-specific requirements. Record the versions and recognition conditions actually used in section 2.
	Ref
	Official source
	Access

	1
	ISO 10993 Part 1 official edition page
	Open source

	2
	FDA disposable wipes and intended use
	Open source

	3
	FDA biocompatibility assessment basics
	Open source

	4
	FDA guidance on use of ISO 10993 Part 1
	Open source

	5
	FDA reprocessing validation and labeling guidance
	Open source

	6
	FDA recognition record for ISO 10993 Part 1 2025
	Open source


FDA recognition of the 2025 edition is partial. Check its exclusions and transition provisions before using a declaration of conformity; a published ISO edition is not automatically accepted without conditions in every market. [6]
Expert support for your medical wipe BEP
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Need help completing this template or reviewing your draft? MedDev Advisory offers scoped support for medical wipe biological evaluation planning.
BEP preparation. Develop a device-specific plan from the agreed product information and available evidence.
Independent BEP review. Review your draft for gaps in the device description, evidence applicability, proposed evaluation work and documented rationale.
Start with a non-confidential enquiry. Include the intended use, contact type and duration, target market, whether you have a draft BEP, what evidence is available, and your required timeline.
The deliverables, fee and timeline are agreed before work begins. Agree confidentiality arrangements and a secure sharing route before sending formulations or reports.
Discuss your medical wipe BEP
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