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Executive Summary
FDA eSTAR 7.0 is the current non-In Vitro Diagnostic (nIVD) and In Vitro Diagnostic (IVD) electronic
Submission Template and Resource, while PreSTAR 3.0 is the current template for early submission requests.
FDA says the nIVD and IVD templates incorporate its Human Factors Content Guidance published on May 29,
2026, and effective on August 1, 2026 (www.fda.gov). Use of eSTAR is mandatory, absent an exemption, for
medical-device 510(k) and De Novo submissions to the Center for Devices and Radiological Health (CDRH)
or Center for Biologics Evaluation and Research (CBER), while PreSTAR use for Q-Submissions,
Investigational Device Exemptions, and section 513(g) requests is voluntary (www.fda.gov).

Before filing, assess whether a major-version change affects the device. After acknowledgment, the
submission is grandfathered to its original eSTAR version (www.fda.gov). An Additional Information (AI) or
Technical Screening (TS) response should update that original file, keep unaffected content unchanged, and
avoid migration to a newer template.

eSTAR is a dynamic PDF whose branching logic exposes requests according to prior answers and supports
only sequential editing. Technical screening checks that each applicable attachment question has at least one
relevant attachment (www.fda.gov). Release readiness requires both mechanical completeness and
independent evidence-relevance review; neither alone is an adequate control. A complete operating model
therefore uses a single editor, controlled handoffs, a prompt-to-evidence map, independent branch review, and
a frozen final file whose integrity is recorded.

The Portal caps a submission at 4 GB and an attachment embedded in a PDF at 1 GB (www.fda.gov). A TS
deficiency may put a submission on hold for up to 180 days, after which an uncorrected file is treated as
withdrawn (www.fda.gov). FDA's preliminary FY2026 data through June 30, 2026 reported first-cycle not-
accepted or failed-TS rates of 8.67% for 510(k)s and 6.52% for De Novo requests (www.fda.gov); these are
portfolio measures, not a sponsor benchmark.
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=published%20on%20May%2029%2C%202026%2C%20and%20effective%20on%20August%201%2C%202026
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=All%20medical%20device%20premarket%20notification%20%28510%28k%29%29%20and%20De%20Novo%20submissions
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=your%20submission%20is%20%E2%80%9Cgrandfathered%E2%80%9D%20to%20that%20eSTAR%20version
https://www.fda.gov/media/152429/download#:~:text=there%20is%20at%20least%20one%20relevant%20attachment%20per%20each%20applicable%20attachment-type%20question
https://www.fda.gov/medical-devices/industry-medical-devices/send-and-track-medical-device-premarket-submissions-online-cdrh-portal#:~:text=submission%20files%20larger%20than%204GB%20or%20PDF%20files%20with%20attachments%20larger%20than%201GB
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=the%20submission%20may%20be%20put%20on%20a%20technical%20screening%20hold%20for%20up%20to%20180%20days
https://www.fda.gov/media/194465/download?attachment=


Introduction and Background
eSTAR is not simply a cover form placed ahead of a conventional dossier. FDA describes it as questions, text,
logic, and prompts that guide construction of a complete submission (www.fda.gov). It combines form data with
attachment evidence, and its content follows the review structure. This architecture makes answers,
branching, and attachment placement part of submission quality, rather than clerical packaging.

The legal foundation is broader than the template. Section 745A(b) requires covered device presubmissions,
submissions, and supplements to include an electronic copy after implementing final guidance
(uscode.house.gov). It also authorizes waiver and exemption criteria (uscode.house.gov). The FDA
Reauthorization Act of 2017 authorized specified device submissions to be required solely in an electronic
format (www.govinfo.gov). FDA implemented the 510(k) eSTAR requirement after October 1, 2023, and the De
Novo requirement after October 1, 2025, unless exempted (public-inspection.federalregister.gov)
(www.federalregister.gov).

For an adjacent adviser such as IntuitionLabs, the appropriate contribution is process design, evidence
governance, and controlled technology integration, not a claim to supply or replace FDA's template. Its stated
operating model connects governed information to authoritative sources with permissions, citations,
evaluation, and accountable operation (intuitionlabs.ai). That perspective is relevant to evidence mapping and
QA, while FDA materials remain controlling.

Key Changes

Current templates and pathway coverage

As of September 19, 2026, FDA lists nIVD eSTAR 7.0, IVD eSTAR 7.0, and PreSTAR 3.0 on the same
program page (www.fda.gov). The decisive distinction is submission purpose, not a team's preferred form.

Table 1 summarizes the current routing decision.

Submission purpose Template and status Operating implication

510(k), nIVD or IVD eSTAR 7.0,
mandatory unless
exempted

Select nIVD or IVD before evidence mapping. The statute requires a
report at least 90 days before commercial distribution (uscode.house.gov).

De Novo, nIVD or IVD eSTAR 7.0,
mandatory unless
exempted

The direct route applies when there is no legally marketed device on which
to base substantial equivalence (uscode.house.gov).

Q-Submission, IDE, or 513(g)
request

PreSTAR 3.0,
voluntary

Use it to structure an early request, but treat it as a separate transaction
and controlled artifact (www.fda.gov).

Original PMA and specified
PMA supplements

eSTAR, voluntary for
listed types

Confirm the exact supplement type before adopting the template
(www.fda.gov).

The table shows why a generic “use eSTAR 7.0” instruction is insufficient. A controlled intake record should
capture lead center, device type, pathway, transaction type, IVD status, and exemption status before anyone
answers the first branching question.
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https://www.fda.gov/media/152429/download#:~:text=eSTAR%20consists%20of%20a%20collection%20of%20questions%2C%20text%2C%20logic%2C%20and%20prompts
https://uscode.house.gov/view.xhtml?edition=prelim&num=0&req=granuleid%3AUSC-prelim-title21-section379k-1#:~:text=shall%20include%20an%20electronic%20copy%20of%20such%20presubmissions%20or%20submissions
https://uscode.house.gov/view.xhtml?edition=prelim&num=0&req=granuleid%3AUSC-prelim-title21-section379k-1#:~:text=set%20forth%20criteria%20for%20waivers%20of%20and%20exemptions%20from%20the%20requirements
https://www.govinfo.gov/content/pkg/PLAW-115publ52/html/PLAW-115publ52.htm#:~:text=shall%20be%20submitted%20solely%20in%20such%20electronic%20format%20as%20specified
https://public-inspection.federalregister.gov/2022-20512.pdf#:~:text=FDA%20is%20identifying%20October%201%2C%202023%2C%20as
https://www.federalregister.gov/documents/2024/08/23/2024-18983/electronic-submission-template-for-medical-device-de-novo-requests-guidance-for-industry-and-food#:~:text=published%20in%20the%20Federal%20Register%20on%20August%2023%2C%202024
https://intuitionlabs.ai/#:~:text=Connect%20AI%20to%20authoritative%20enterprise%20sources%20with%20identity%2C%20permissions%2C%20retrieval%2C%20citations%2C%20evaluation%2C%20and%20accountable%20operation
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=Non-In%20Vitro%20Diagnostic%20%28nIVD%29%20eSTAR%20Version%207.0
https://uscode.house.gov/view.xhtml?req=%28title%3A21+section%3A360+edition%3Aprelim%29#:~:text=at%20least%20ninety%20days%20before%20making%20such%20introduction%20or%20delivery
https://uscode.house.gov/view.xhtml?req=%28title%3A21+section%3A360c+edition%3Aprelim%29#:~:text=there%20is%20no%20legally%20marketed%20device%20upon%20which%20to%20base
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=including%20Q-Submissions%2C%20IDEs%2C%20and%20513%28g%29%20requests%20for%20information
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=Medical%20device%20premarket%20approval%20%28PMA%29%20application%20and%20supplement%20types


Human factors content changes

Version 7.0 incorporates FDA's 2026 Human Factors (HF) content framework. The agency says eSTAR walks
the sponsor through decision points for selecting an HF Submission Category (www.fda.gov). Teams should
therefore review user interfaces, use-related risk analysis, training, labeling, and validation evidence against
the new branch structure before reusing a prior dossier index. This is a content and routing change, not merely
a renamed attachment slot.

A practical HF delta review should record:

Category decision: the chosen HF submission category and its rationale.

Branch answers: each response that makes a downstream HF request appear or disappear.

Evidence owner: the human factors, risk, clinical, labeling, or engineering owner for each requested
artifact.

Reuse decision: whether legacy evidence answers the current prompt, requires an explanatory bridge,
or must be replaced.

Effective-date check: confirmation that the August 1, 2026 content is applied to the working template.

Major versions, minor versions, and grandfathering

FDA distinguishes major and minor updates. A major update reflects significant revisions, while the agency
says a submitter may continue with the previous major version when the changes do not affect the device
(www.fda.gov). Its minor-version policy supports risk-based continuity, but not casual version choice.

Use this decision logic:

1. No template started: download the current applicable template and record its version, retrieval date,
and checksum.

2. Draft on an older major version: compare release changes with device characteristics and pathway;
document whether any change applies.

3. Draft on an older minor version: assess the minor change, then decide whether migration risk
exceeds its relevance.

4. Submission acknowledged: freeze the acknowledged version as the response baseline.

5. AI or TS response requested: revise the original template only, with a controlled copy and a defect-to-
change log.

This avoids introducing new branches while answering a bounded deficiency and preserves the acknowledged
file as the response baseline.
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https://www.fda.gov/media/193938/download?attachment=#:~:text=eSTAR%20will%20walk%20them%20through%20the%20previously%20described%20decision%20points
https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=continue%20using%20the%20previous%20major%20version


Implementation Considerations and Process Changes

A controlled single-editor workflow

Concurrent co-authoring in the dynamic PDF is not supported. The operating design should separate content
development from template assembly. Contributors draft and approve evidence in their source systems; one
designated editor inserts approved answers and attachments into the eSTAR. A check-out system should
create a visible ownership state, while its history records the handoff reason (support.microsoft.com).

Table 2 defines a sequential handoff matrix.

Role May change
eSTAR?

Required handoff evidence Primary QA question

Submission
manager

Yes, as
designated
editor

Check-out record, version identifier, change log, checksum; the
check-in comment can become part of version history
(support.microsoft.com)

Is this the only writable
master?

Regulatory
pathway lead

No,
review/comme
nt copy

Approved pathway and branch-answer sheet Do the answers expose
the correct requests?

Evidence owner No Approved attachment, title, revision, and prompt mapping aligned
with an orderly file structure (www.imdrf.org)

Does the file answer this
exact question?

Quality reviewer No, unless
formally
reassigned

Defect log and disposition, consistent with revision and change
control (www.ecfr.gov)

Are all applicable
prompts answered and
supported?

Signatory Signature
action only

Approval record and final readiness statement Has attachment editing
ended before signature?

Portal submitter No content
edits

Upload package hash, size check, timestamp, receipt; message
digests detect changed content (csrc.nist.gov)

Does the uploaded file
equal the approved file?

SharePoint can preserve a check-in comment as part of version history (support.microsoft.com). That record
should identify the editor and reason for change, consistent with the broader requirement for revision and
change-control procedures in regulated electronic records (www.ecfr.gov). Box likewise advises locking files
before opening them in Box Edit and can retain prior versions (support.box.com) (support.box.com). These
features can support the workflow, but the sponsor must define which repository is authoritative and prevent
parallel writable copies.

Branching logic and attachment relevance

Because later content depends on prior answers, one wrong branch can hide a required evidence request.
Health Canada's comparable enrolment process documents the same dependency pattern: prior field
selections tailor later picklists (www.canada.ca). Its template also surfaces validation errors near the top,
showing why both branch state and machine errors belong in the review record (www.canada.ca). Branch QA
must therefore test both the answer and the resulting form state.

For each applicable prompt, the evidence map should include:
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https://support.microsoft.com/en-us/sharepoint/documents-and-library/check-out-check-in-or-discard-changes-to-files-in-a-sharepoint-library#:~:text=the%20comment%20becomes%20part%20of%20the%20version%20history
https://support.microsoft.com/en-us/sharepoint/documents-and-library/check-out-check-in-or-discard-changes-to-files-in-a-sharepoint-library#:~:text=the%20comment%20becomes%20part%20of%20the%20version%20history
https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-190124-assembly-technical-guide-toc-submissions-n27.pdf#:~:text=harmonized%20guidelines%20for%20the%20acceptable%20folder%20structure%20and%20file%20format%28s%29
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Revision%20and%20change%20control%20procedures%20to%20maintain%20an%20audit%20trail
https://csrc.nist.gov/pubs/fips/180-4/upd1/final#:~:text=The%20digests%20are%20used%20to%20detect%20whether%20messages%20have%20been%20changed
https://support.microsoft.com/en-us/sharepoint/documents-and-library/check-out-check-in-or-discard-changes-to-files-in-a-sharepoint-library#:~:text=the%20comment%20becomes%20part%20of%20the%20version%20history
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Revision%20and%20change%20control%20procedures%20to%20maintain%20an%20audit%20trail
https://support.box.com/hc/en-us/articles/360043697174-Locking-Unlocking-Files#:~:text=be%20sure%20to%20lock%20files%20before%20opening%20them%20with%20Box%20Edit
https://support.box.com/hc/en-us/articles/360043697054-Accessing-Version-History#:~:text=Box%20keeps%20track%20of%20them%2C%20and%20you%20can%20refer%20or%20revert%20to%20a%20prior%20version
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/regulatory-enrolment-process/process.html#:~:text=various%20picklists%20are%20tailored%20to%20the%20selections%20you%20make%20in%20previous%20fields
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/regulatory-enrolment-process/process.html#:~:text=Any%20errors%20will%20be%20presented%20near%20the%20top%20of%20the%20template.


Prompt ID: stable internal identifier plus the visible eSTAR section and question text.

Branch basis: upstream answers that caused the prompt to appear.

Evidence claim: the proposition the attachment must establish.

Attachment: exact filename, revision, owner, approval state, and source-system record.

Locator: page, section, bookmark, table, or figure where the answer is found.

Relevance rationale: one sentence connecting the evidence to the question.

Reviewer result: pass, defect, not applicable, or pending, with rationale.

FDA warns that TS can occur when none of a question's attachments is relevant to that question
(www.fda.gov). More attachments are not automatically safer. Health Canada's eSTAR pilot similarly
recommends combining files with similar content and adding bookmarks or a table of contents to combined
documents (www.canada.ca) (www.canada.ca). IMDRF's submission guidance also calls for harmonized folder
structures and file formats, reinforcing the value of orderly, navigable evidence (www.imdrf.org).

Pathway-specific evidence mapping

A 510(k) and a De Novo may share device-description, performance, software, biocompatibility, cybersecurity,
labeling, and HF evidence, but their regulatory arguments differ. The 510(k) regulation requires proposed
labels and labeling sufficient to describe the device and intended use, plus supported comparisons with similar
devices (www.ecfr.gov) (www.ecfr.gov). A De Novo request must identify proposed Class I or II classification
and, for Class II, propose special controls addressing identified risks (www.ecfr.gov) (uscode.house.gov).

An evidence map should make these different jobs visible:

510(k) regulatory argument: intended use, technological characteristics, predicate comparison,
differences, and data supporting substantial equivalence.

De Novo regulatory argument: risk identification, benefit-risk evidence, classification rationale, and
proposed controls.

PMA argument: reasonable assurance of safety and effectiveness, using the applicable voluntary
eSTAR scope.

IVD overlay: analytical and clinical performance, specimen and method details, and any dual
510(k)/CLIA waiver logic.

nIVD overlay: device-specific performance and risk evidence, including software and HF branches
where applicable.

If required De Novo information is inapplicable, the regulation requires a separate identification and justification
of the omission rather than silent absence (www.ecfr.gov).
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program#:~:text=none%20of%20the%20attachments%20to%20a%20question%20are%20relevant%20to%20the%20question
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/estar-pilot-notice-industry.html#:~:text=Combine%20attachments%20of%20similar%20content%20%28for%20example%2C%20software%20requirements%20specifications%29%20when%20possible
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/estar-pilot-notice-industry.html#:~:text=Use%20bookmarks%20or%20a%20table%20of%20contents%20for%20combined%20documents
https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-190124-assembly-technical-guide-toc-submissions-n27.pdf#:~:text=harmonized%20guidelines%20for%20the%20acceptable%20folder%20structure%20and%20file%20format%28s%29
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-807/subpart-E/section-807.87#:~:text=Proposed%20labels%2C%20labeling%2C%20and%20advertisements%20sufficient%20to%20describe%20the%20device
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-807/subpart-E/section-807.87#:~:text=accompanied%20by%20data%20to%20support%20the%20statement
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-860/subpart-D/section-860.220#:~:text=The%20recommended%20class%20%28I%20or%20II%29%20must%20be%20identified
https://uscode.house.gov/view.xhtml?req=%28title%3A21+section%3A360c+edition%3Aprelim%29#:~:text=include%20in%20the%20request%20an%20initial%20draft%20proposal%20for%20applicable%20special%20controls
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-860/subpart-D/section-860.220#:~:text=specifies%20the%20omitted%20information%20and%20justifies%20the%20omission


Preflight QA and validation-error controls

The goal is not merely to display eSTAR COMPLETE. Completeness is a necessary machine state;
substantive relevance remains a human review task. A separate defect record should preserve what the
automated form found, what human review found, and how each item was resolved. NARA's electronic-record
criteria use the general control principle that access and record-update changes should be tracked in an audit
log (www.archives.gov).

A preflight should classify defects into five groups:

Template defects: wrong pathway, IVD status, major version, minor version, or corrupted dynamic
behavior.

Branch defects: an answer conflicts with device facts or exposes the wrong downstream requests.

Prompt defects: an applicable response is missing, inconsistent, or written at the wrong level of detail.

Attachment defects: irrelevant, obsolete, duplicate, inaccessible, misleadingly named, or not approved.

Package defects: incomplete status, invalid signature sequence, excessive file size, or upload
mismatch.

The release checklist should verify that attachments were inserted from the controlled local source, attachment
filenames are concise and descriptive, and the final signature follows all attachment changes. The broader
integrity objective is to protect authenticity, integrity, and appropriate confidentiality of the electronic record
(www.ecfr.gov). Health Canada's submission guidance similarly says files should not carry additional security
settings that interfere with processing (www.canada.ca). These checks belong in the controlled release
process, not in tribal knowledge.

Portal submission and controlled responses

For CDRH-led 510(k) and De Novo files, use the CDRH Portal unless oversized-file instructions apply. The
sponsor should archive portal evidence and official correspondence, then retain the exact transmitted file with
its metadata. NARA's migration principle is useful here: retain source records and metadata until transfer is
complete and the destination is reliable (www.archives.gov).

For a TS or AI response:

1. Duplicate the acknowledged master into a controlled response workspace without altering the
archived baseline.

2. Log every deficiency with owner, due date, affected prompt, affected attachments, and closure
evidence.

3. Modify only affected sections and preserve all unaffected sections and attachments.

4. Re-run full branch QA because one changed answer can alter downstream visibility.

5. Re-run attachment relevance QA for every changed prompt and any newly exposed prompt.

6. Record final checksum and approval, then compare it with the actual upload artifact.
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https://www.archives.gov/files/records-mgmt/memos/criteria-successfully-managing-permanent-electronic-records.pdf#:~:text=documented%20and%20tracked%20into%20an%20audit%20log.
https://intuitionlabs.ai/articles/regulatory-submission-qc-checklist
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=the%20authenticity%2C%20integrity%2C%20and%2C%20when%20appropriate%2C%20the%20confidentiality%20of%20electronic%20records
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/regulatory-enrolment-process/process.html#:~:text=Files%20should%20not%20have%20any%20additional%20security%20settings.
https://www.archives.gov/files/records-mgmt/memos/criteria-successfully-managing-permanent-electronic-records.pdf#:~:text=retained%20until%20the%20migration%20is%20complete%20and%20the%20destination%20system%20has%20been%20deemed%20reliable


7. Submit before the operational cutoff, preserving confirmation and official correspondence.

The response clock is consequential. Under 21 CFR 860.250, failure to provide a complete De Novo AI
response within 180 days causes withdrawal (www.ecfr.gov). The internal response plan should reserve time
for approval and regression testing rather than target the legal ceiling.

Data Analysis and Evidence
Public metrics provide scale and timing context, but they do not establish a sponsor-specific probability of
acceptance. FDA's preliminary FY2026 report, current through June 30, 2026, showed an 8.67% first-cycle
510(k) not-accepted or failed-TS rate, compared with 7.20% in FY2025. For De Novo, the preliminary FY2026
figure was 6.52%, compared with 10.61% in FY2025 (www.fda.gov) (www.fda.gov). Cohort maturity and later
updates can change preliminary values.

Table 3 separates regulatory clocks, program goals, observed portfolio metrics, and technical constraints.

Measure Current value or rule How to use it

De Novo acceptance
notification

Within 15 days under 21 CFR 860.230 (www.ecfr.gov) Plan acceptance-notice monitoring; do not
confuse acceptance with a substantive
decision.

510(k) statutory notice At least 90 days before commercial distribution
(uscode.house.gov)

This statutory filing provision is not a
promise of review completion.

De Novo acceptance
notice

Within 15 days after receipt (www.ecfr.gov) Monitor the acceptance notice separately
from the substantive review outcome.

De Novo electronic
format

One electronic version under the final rule (www.govinfo.gov) Preserve the exact released and
transmitted artifact.

Portal technical limit Validate the approved artifact against the current published
Portal limits

Measure the final approved file, not an
earlier working copy.

TS or De Novo AI
response ceiling

180 days under the De Novo response rule (www.ecfr.gov) Set a much earlier internal due date and
reserve time for full regression QA.

FDA burden estimate,
eSTAR 510(k)

100 responses at 40 hours, 4,000 hours annually in a
2023 information-collection estimate (public-
inspection.federalregister.gov)

A regulatory estimate, not a project budget
or productivity benchmark.

FDA burden estimate,
De Novo

79 requests at 182 hours, 14,378 hours annually in a
December 2024 estimate (public-
inspection.federalregister.gov)

Use only as public context; device
complexity drives actual effort.

These values show why a dashboard should measure controllable preparation quality rather than promise
approval. The regulatory burden estimates are contextual planning inputs, not acceptance-rate predictions,
while the statutory and regulatory clocks define external boundaries (public-inspection.federalregister.gov)
(www.ecfr.gov). A reader-supplied completion dashboard can calculate four rates without importing an
unsupported benchmark:
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-860/subpart-D/section-860.250#:~:text=within%20180%20days%20after%20the%20date%20FDA%20issues%20such%20request
https://www.fda.gov/media/194465/download?attachment=#:~:text=Failed%20TS%20on%20First%20Cycle%20%C2%B2%2020.52%25%205.40%25%207.20%25%208.67%25
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Applicable-prompt completion: answered applicable prompts divided by total applicable prompts.

Evidence-link coverage: applicable prompts with mapped evidence divided by applicable prompts
requiring evidence.

Attachment-review coverage: independently reviewed attachments divided by total attachments.

Defect closure: closed defects divided by total defects raised, accompanied by the count of open
critical defects.

For example, if a team identifies 240 applicable prompts, answers 228, maps evidence to 150 of 156
evidence-bearing prompts, reviews 72 of 80 attachments, and closes 45 of 50 defects, the dashboard reports
95% prompt completion, 96.2% evidence coverage, 90% attachment review, and 90% defect closure.
This is a hypothetical calculation, not an FDA acceptance predictor. The release rule should remain
categorical: no open critical defect, correct template and pathway, eSTAR COMPLETE, final size within limits,
and approved upload checksum.

Governance, Archive, and Audit Evidence
The archive should permit an independent reviewer to reconstruct which file was submitted, why each branch
was selected, which evidence was approved, and what changed in a response cycle. Where electronic records
fall within 21 CFR Part 11 scope, closed-system controls include revision and change-control procedures that
maintain an audit trail (www.ecfr.gov). The regulation describes controls designed to ensure authenticity,
integrity, and appropriate confidentiality (www.ecfr.gov). Applicability must be assessed by the sponsor; merely
placing a file in SharePoint or Box does not decide it. ISO 15489's emphasis on assigned responsibilities and
monitoring supports an explicit archive owner and periodic control review (www.iso.org).

A defensible archive package contains:

Source record: downloaded blank template, version, retrieval date, and source URL.

Decision record: pathway, IVD status, major/minor-version assessment, and exemption analysis.

Branch record: approved answer sheet and rendered branch-review evidence.

Evidence index: prompt-to-attachment map, locators, owners, approvals, and dispositions.

Change record: check-out, check-in, editor, timestamp, reason, and before/after version.

Release record: eSTAR COMPLETE evidence, signature state, file size, defect closure, and approval.

Integrity record: cryptographic digest for approved, uploaded, and archived copies, using a controlled
algorithm because digests detect changed messages (csrc.nist.gov).

Transmission record: portal timestamp, confirmation, dashboard capture, and official email.

Response record: original acknowledged file, deficiency log, bounded modifications, and replacement
upload evidence, following the general principle that each regulatory transaction gets a new or revised
controlled file (www.canada.ca).
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NIST explains that cryptographic message digests detect whether content changed, while digital signatures
provide assurance that information was not modified after signing (csrc.nist.gov) (csrc.nist.gov). Generate the
digest after approval, again from the uploaded artifact if retrievable, and again on archival transfer. NARA
likewise calls for record and location changes to be documented in an audit log (www.archives.gov). A
checksum is useful evidence of file identity, but it does not prove that the submission is substantively correct.

Retention should follow the sponsor's approved policy and applicable obligations. NIST connects audit-record
retention to the organization's retention policy (nvlpubs.nist.gov). NARA's federal-record guidance offers a
useful control principle: source records and metadata should remain until migration is complete and the
destination is reliable (www.archives.gov). Box's archive model similarly preserves metadata and file versions
(support.box.com). These are not FDA retention mandates for sponsors, but they illustrate sound preservation
patterns.

ISO 15489 identifies policies, assigned responsibilities, monitoring, and training as elements of records
management (www.iso.org). IMDRF likewise provides harmonized guidance for folder structures and file
formats in table-of-contents-based medical-device submissions (www.imdrf.org). Together, these sources
support a governance system that is specific enough to operate and general enough to survive platform
changes. The same principles should govern response packages, because a revised transaction needs a new
controlled artifact rather than an overwrite of the historical baseline, a pattern also explicit in Health Canada's
requirement for a new or revised file for each regulatory transaction (www.canada.ca).

Implications and Future Directions
eSTAR 7.0 shifts submission QA toward state-aware review. Reviewers must examine the visible form, the
upstream choices that produced it, and the evidence attached to each question. Health Canada's
interdependent-picklist model provides independent confirmation that electronic regulatory forms can change
downstream choices based on earlier fields (www.canada.ca). This makes traditional document-level QC
necessary but insufficient. Regulatory operations should add branch regression testing, prompt-level
traceability, and a single-editor control to their standard operating procedures.

The next implementation priority is a machine-readable evidence inventory outside the PDF. It can store
prompt identifiers, claims, owners, attachment revisions, locators, approval states, and defect status without
attempting concurrent editing of the eSTAR itself. Human reviewers should approve branch decisions and
relevance judgments. Automation can flag missing mappings, duplicate names, stale revisions, size
thresholds, or mismatch between approved and upload hashes. Message digests are appropriate for that last
comparison because NIST says they detect changed content (csrc.nist.gov).

International convergence remains useful but incomplete. Health Canada's Regulatory Enrolment Process
distinguishes editable working copies from files intended for submission (www.canada.ca). IMDRF provides a
harmonized model for submission folder structure and file formats (www.imdrf.org). Those parallels support
common internal controls, but each authority's current template and transmission rules remain decisive.

From IntuitionLabs' adjacent-adviser perspective, regulated workflow automation should be measured through
workflow penetration, time recovered, quality, risk signals, reliability, and support burden before scaling
(intuitionlabs.ai). Applied here, that means measuring review coverage and defect closure first, then evaluating
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whether AI-assisted mapping or document checks reduce cycle time without weakening human accountability.

Frequently Asked Questions (FAQs)

What are the main FDA eSTAR 7.0 requirements for 510(k) and De Novo?

Yes, for covered medical-device 510(k) and De Novo submissions to CDRH or CBER, unless an exemption
applies. The 510(k) requirement dates from October 1, 2023, while the De Novo requirement dates from
October 1, 2025 (public-inspection.federalregister.gov) (www.federalregister.gov). The governing statute also
allows criteria for waivers and exemptions (uscode.house.gov). Confirm lead center, pathway, IVD status, and
any exemption before selecting the file.

Which PDF application should a team use?

FDA recommends Adobe Acrobat Pro and identifies PDF-XChange Editor 10.2.0 or later and Foxit PDF
Reader 12.1 or later as supported options (www.fda.gov). Qualify the chosen desktop configuration before
production use, and verify that the application can save form changes and attachments.

Can several contributors edit the eSTAR at once?

No. The dynamic PDF does not support concurrent co-authoring. A SharePoint or Box repository can manage
sequential access, history, and recovery, but the operating procedure should permit only one designated editor
at a time. SharePoint can retain a check-in comment in version history (support.microsoft.com), and Box
advises locking files before editing (support.box.com).

What causes eSTAR technical-screening problems?

High-risk failure modes include an incomplete machine state, an incorrect branch answer, no relevant
attachment for an applicable attachment-type question, broken or inaccessible files, and a package that
exceeds Portal limits. Teams should separately test mechanical completion and substantive relevance, then
retain a defect trail. For regulated electronic records, Part 11 expressly identifies revision and change-control
procedures used to maintain an audit trail (www.ecfr.gov).

How should a team complete FDA eSTAR 7.0 and handle validation errors?

Treat a validation error as a controlled defect: capture the message, identify the responsible prompt or
attachment, assign an owner, correct the controlled master, and run regression QA on affected branches.
Health Canada's comparable electronic template places validation errors near the top of the form, illustrating
the broader pattern of machine-readable form checks (www.canada.ca). The authority-specific instructions still
control.

Should an AI or TS response move to the newest eSTAR?

No. Once FDA acknowledges the original, use the grandfathered version, update only affected content, retain
unaffected sections and attachments, and document every change. This limits scope while preserving the
acknowledged original eSTAR version as the response baseline (FDA).
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Conclusion
The current FDA eSTAR is best governed as an executable submission structure, not a passive PDF. It
combines pathway selection, conditional logic, structured answers, unstructured attachments, and
transmission constraints. For premarket notification and De Novo work, the most effective control system
begins with the correct nIVD or IVD template, records the version decision, serializes editing, and traces every
applicable attachment request to approved evidence.

The release threshold should be explicit: correct pathway and version, independently reviewed branches,
complete prompt-to-evidence coverage, relevant and accessible attachments, closed critical defects, eSTAR
COMPLETE status, valid signature sequence, size compliance, and a checksum matching the uploaded
artifact. NIST identifies message digests as a means to detect changed content (csrc.nist.gov). Portal tracking
and correspondence then become part of the permanent submission record.

If FDA issues an AI or TS request, the acknowledged eSTAR remains the baseline. A controlled response
changes only what the deficiency requires, preserves unaffected content, repeats branch and attachment QA,
and closes well before the regulatory ceiling. This operating discipline turns version control and screening QA
into reproducible evidence rather than last-minute inspection.
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About IntuitionLabs
IntuitionLabs is an AI consulting, custom software development and data engineering firm serving
pharmaceutical, biotechnology, medical-device and other life-science organizations. We work with clinical,
regulatory, medical-affairs, commercial, quality and IT teams to connect technology decisions with the work
people need to accomplish.

AI consulting and adoption

Our AI enablement services cover readiness assessments, use-case selection, governance and policies, team
workshops, adoption measurement and ongoing advisory support. We help organizations structure the
information layer behind AI: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted AI options support teams
evaluating how to operate AI with appropriate control over their data and infrastructure.

Software, data and life-science workflows

IntuitionLabs develops custom software for pharma and biotech, integrates enterprise systems, and builds
data engineering and business intelligence solutions. Areas of focus include AI agents, regulatory research,
medical writing, medical affairs, CMC information, competitive intelligence and clinical-document workflows.
Our eTMF intelligence work includes cross-system reconciliation and inspection-readiness support.

Enterprise platforms and regulated delivery

We provide Veeva services, application support, managed services, integrations and custom applications,
alongside enterprise content work involving platforms such as Egnyte. For regulated workflows, our services
include GxP enablement, computer-system validation and software development addressing 21 CFR Part 11
requirements. The applicable controls, validation responsibilities and acceptance criteria are defined for each
engagement.

Work with IntuitionLabs

Explore AI enablement, pharma and biotech software development, data engineering and BI, and Veeva
services. Contact IntuitionLabs to discuss your workflow, information sources and implementation needs.

IntuitionLabs publishes educational research to help life-science teams make informed technology decisions.
Coverage of a product or organization does not imply a client relationship, endorsement or partnership.

Website: https://intuitionlabs.ai

This article is educational. Verify consequential medical, legal, financial, regulatory and technical decisions with appropriate professionals and the
cited primary sources. Company services are described separately from the article's research findings.
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https://intuitionlabs.ai/services/ai-enablement
https://intuitionlabs.ai/services/custom-software-development/pharma-biotech
https://intuitionlabs.ai/services/data-engineering-bi
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