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Executive Summary

Life sciences regulatory teams preparing Chemistry, Manufacturing, and Controls (CMC) sections of a drug dossier face a documentation problem that
has resisted automation for decades: converting stability studies, batch manufacturing records (BMRs), certificates of analysis (COAs), and analytical
validation reports into submission-ready narratives for Module 3 and the Module 2.3 Quality Overall Summary (QOS) of the Common Technical
Document (CTD). As of July 2026, a new generation of artificial intelligence (Al) authoring platforms, including SynclQ, Weave Bio, Peer Al, and
DDi's Visu and REGai platforms, has emerged specifically to compress this workflow, and each takes a distinct approach to the same underlying
problem. This report compares these platforms against the requirements of Al CMC authoring software, covering their capabilities, adoption evidence,
and limitations, and situates them within the broader regulatory technology market.

SynclQ, founded in 2024 and based in San Francisco with 10 employees as of May 2026 and no external funding raised to date (Source: tracxn.com),
is narrowly focused on CMC: it reads stability data, BMRs, COAs, and analytical records to produce a working draft across CTD sections 3.2.S, 3.2.P,
and the Module 2.3 QOS (Source: syncig.ai), automatically keeping the QOS and Module 3 in sync (Source: syncig.ai). Weave Bio, founded in 2022
and backed by investors including USVP, Innovation Endeavors, Magnetic Ventures, Character, TMV, and Serrado Capital (Source:
newsroom.parexel.com), covers Modules 1 (including the Investigator's Brochure), 2, 3, and 5 (Source: weave.bio), and reports that its Health

Authority Question (HAQ) Manager extracts questions with 100 percent precision at 99.7 percent recall when tested against sample FDA and
European Medicines Agency (EMA) files (Source: weave.bio). In partnership with contract research organization Parexel, Weave Bio reports more
than 60 percent faster New Drug Application (NDA) authoring timelines in real-world use (Source: newsroom.parexel.com). Peer Al spans pre-clinical,

clinical, and CMC documents and reports drafting time reductions of 55 to 94 percent, plus a reduction in clinical study report (CSR) drafting time from
40 to 17 working days for one customer (Source: prnewswire.com). DDi, a longer-established regulatory technology vendor serving pharmaceutical
and medical device companies, layers its REGai agentic automation and Al-powered format checking onto its existing Visu submission management

platform (Source: ddismart.com), reporting 35 percent faster decision making and a 45 percent productivity boost from its agents (Source:

ddismart.com).

These platforms are entering a market with clear commercial tailwinds and well-documented pain points. Grand View Research valued the global
Regulatory Information Management (RIM) System market at $2.5 billion in 2025, projecting growth to $2.8 billion in 2026 and $5.1 billion by 2033 at a
9.1 percent compound annual growth rate (CAGR) (Source: grandviewresearch.com). A separate estimate from Precedence Research puts the same
market slightly higher, at $2.56 billion in 2025 growing toward $6.81 billion by 2035 at a 10.28 percent CAGR, with the market "driven by the vast
amount of regulatory data includes submissions, documentation, and correspondence" (Source: precedenceresearch.com), a modest discrepancy this

report treats as evidence that estimates cluster in the same broad range rather than as a contradiction. In an FDA retrospective of 77 applications
submitted during fiscal years 2002—-2004, sponsors with a previously approved drug had a 51 percent first-cycle approval rate, compared with 30
percent for sponsors with no prior approved drugs. The analysis did not evaluate Al authoring platforms or establish that these products improve
approval rates. For a life sciences and Al consultancy such as IntuitionLabs, which operates as an adjacent advisor and Veeva Vault CRM X-Pages

partner rather than as a CMC authoring vendor (Source: intuitionlabs.ai), the practical question for clients is less "which product wins" and more which

of these narrowly-scoped, early-stage tools fits an organization's existing Veeva Vault Regulatory Information Management (RIM) and quality
infrastructure, its risk tolerance for unfunded or newly funded vendors, and its specific submission mix of Investigational New Drug (IND), NDA,

Abbreviated New Drug Application (ANDA), and Biologics License Application (BLA) filings. No independent, peer-reviewed benchmark yet validates
any vendor's efficiency claims head-to-head; every percentage in this report originates from vendor-reported pilots or single-customer case studies, a
limitation this report treats transparently throughout.

Introduction and Background

Chemistry, Manufacturing, and Controls (CMC) authoring sits at an unusual intersection of technical writing and regulatory risk. A CMC section must
translate laboratory data, batch manufacturing records, stability protocols, and analytical validation reports into the standardized structure of the
Common Technical Document (CTD), specifically Module 3 (Quality) and the Module 2.3 Quality Overall Summary (QOS), which condenses the entire
quality data package for reviewers at the FDA, EMA, and other health authorities. Historically, this work has been performed almost entirely by hand:
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senior regulatory writers manually transcribe values from Certificates of Analysis (CoAs) and stability tables into Microsoft Word documents, then
reconcile those values across the QOS and Module 3 during multiple rounds of internal review. SynclQ describes this as fundamentally "a data
compilation and traceability problem" rather than a writing problem, arguing that "manual source verification delays approvals and increases error
risks,” and that it "solves this by linking dossier content directly to source evidence, eliminating manual copy-pasting and ensuring every claim is
instantly traceable and reviewable" (Source: syncig.ai). A related SynclQ commentary frames the stakes in blunter commercial terms, noting that "Al is
reshaping_pharma's documentation workflows" and that better authoring and lifecycle management tools "can cut rework, costs, and compliance risk"

(Source: syncig.ai).

Peer-reviewed literature backs this framing with hard numbers on the scale of the burden. A 2025 review in AAPS Open, the open access journal of
the American Association of Pharmaceutical Scientists, found that "approximately 70% of time spent on regulatory filings is spent on post-approval
submissions and maintenance for a moderately sized product portfolio," and that authoring and data-verifying a single clinical trial application typically
requires "several hundred hours" (Source: aapsopen.springeropen.com). The same review notes that in 2022 "the U.S. Food and Drug Administration

(FDA) introduced an enhanced version of the Pharmaceutical Quality/Chemistry, Manufacturing, and Controls (PQ/CMC) data elements, mapped to
Health Level 7 (HL7) Fast Healthcare Interoperability Resources (FHIR)," an early data-standardization step that Al authoring tools must eventually
plug into (Source: aapsopen.springeropen.com). A separate, first-party analysis by IntuitionLabs of the wider regulatory submission landscape notes

that manual preparation of a single Module 2.3 QOS "can take highly experienced writers" a substantial, multi-week effort even before any Al-assisted
tool is introduced (Source: intuitionlabs.ai), and that the firm "specialize[s] exclusively in the Pharmaceutical and Life Sciences industries, including
biotech, medical devices, diagnostics, and CROs" (Source: intuitionlabs.ai). The consequences of getting this wrong are measurable in delayed
approvals. The FDA's own independent evaluation of first-cycle review performance found that novel drugs for acute, life-threatening conditions
achieve a 73 percent first-cycle approval rate, while non-novel products for non-life-threatening conditions achieve only 28 percent (Source: fda.gov),
and the trade publication Pink Sheet reported that only 77 percent of 2024's novel agent cohort achieved approval on a single review cycle, "the
lowest rate in a decade," with a Complete Response Letter (CRL) rate of 21 percent, after the agency "issued 16 CRLs to novel agents" that year
(Source: insights.citeline.com). Pink Sheet's analysis of the underlying CRLs found the reasons "roughly balanced between focusing on clinical
concerns about the adequacy of the evidence of safety and efficacy and quality deficiencies in the manufacturing process," with nine of 2023's novel-
agent CRLs tied to quality issues and ten to clinical development (Source: insights.citeline.com). A similar split held the following year: "Quality topics
were more popular in 2024, reported in nine CRLs, compared with clinical issues, seen in seven" (Source: insights.citeline.com).

Regulators themselves are now actively encouraging structured, technology-assisted authoring. The FDA published its first draft guidance on the
topic, "Considerations for the Use of Artificial Intelligence To Support Regulatory Decision-Making for Drug and Biological Products," in January 2025,
establishing a seven-step, risk-based credibility assessment framework for any Al model whose output informs a regulatory decision (Source:
fda.gov). The first step of that framework is to define the question of interest, which "should describe the specific question, decision, or concern being
addressed by the Al model" (Source: fda.gov), and the second is to define the context of use (COU) for the Al model, since "the COU defines the
specific role and scope of the Al model used to address a question of interest" (Source: fda.gov); the guidance further advises that "sponsors should
engage with FDA early if they are uncertain about their evidentiary sources," before any assessment of risk or credibility begins (Source: fda.gov). A
Peer Al blog post notes that "in January 2025, the FDA released its first guidance... on the use of artificial intelligence in regulatory decision-making,"
adding that "within the same quarter, the agency began using generative tools such as ELSA and exploring cderGPT with OpenAl" (Source:
getpeer.ai). The FDA's own announcement of that generative Al tool, Elsa, describes the tool's broader purpose as one that "modernizes agency

functions and leverages Al capabilities to better serve the American people" (Source: fda.gov), states the agency is "already using Elsa to accelerate
clinical protocol reviews, shorten the time needed for scientific evaluations, and identify high-priority inspection targets," and describes Elsa as an Al
tool "designed to assist with reading, writing, and summarizing," built "within a high-security GovCloud environment" that keeps all information within
the agency (Source: fda.gov), including using it to "summarize adverse events to support safety profile assessments, perform faster label
comparisons, and generate code to help develop databases for nonclinical applications" (Source: fda.gov). The agency describes this as "the initial
step in the FDA's overall Al journey," achieved because "leaders and technologists across the agency collaborated, demonstrating the FDA's ability to
transform its operations through Al" (Source: fda.gov). Separately, the International Council for Harmonisation (ICH) has finalized M11, a harmonized
clinical protocol template and technical specification designed "to ensure that protocols are prepared in a consistent fashion and provided in a
harmonised data exchange format acceptable to the regulatory authorities,” with an accompanying Technical Specification "acceptable to all
regulatory authorities of the ICH regions" governing the electronic exchange of protocol content, adopted under reference number
"EMA/CHMP/ICH/778799/2022" (Source: ema.europa.eu). The template itself, per EMA's own guideline description, "provides comprehensive clinical
protocol organization with standardised content with both required and optional components" (Source: ema.europa.eu), while the accompanying

technical specification is intended to "enable the interoperable electronic exchange of protocol content with a view to develop an open, non-proprietary
standard to enable electronic exchange of clinical protocol information” (Source: ema.europa.eu), with a companion document titled "ICH M11 Clinical

electronic structured harmonised protocol (CeSHarP) - Template step 5" finalized alongside the guideline itself (Source: ema.europa.eu). Against this
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backdrop of regulator-side automation and rising documentation complexity, a wave of Al CMC authoring vendors has emerged to serve the sponsor
side of the equation. This report examines four of the most prominent: SynclQ, Weave Bio, Peer Al, and DDi, comparing their capabilities, evidence of
adoption, and limitations, before analyzing the underlying market data and several named deployments in detail.

SynclQ

Capabilities

SynclQ positions itself explicitly as "the CMC authoring platform for submission ready dossiers," built around a narrower scope than most of its
competitors (Source: syncig.ai). The platform ingests stability data, BMRs, COAs, and analytical records and produces a working first draft across
CTD sections 3.2.S (drug substance), 3.2.P (drug product), and the Module 2.3 QOS, covering ANDA, NDA, BLA, and IND submission types across
the full CMC scope. Architecturally, SynclQ describes itself as "a pioneering technology company specializing in multi-agent Al orchestration," running
a six-step pipeline of extraction, blueprint, authoring, critique, re-authoring, and refinement for every CTD section (Source: syncig.ai). A "Data
Research Agent" classifies each uploaded source document and extracts parameters relevant to the target section, after which a "Compliance Review
Agent" checks drafts against current ICH Q-series guidelines, agency-specific guidance from the FDA, EMA, MHRA, and PMDA, and pharmacopoeial
requirements, flagging findings as Critical, Major, or Minor before any human reviewer opens the document.

A defining feature is automatic bidirectional linkage between the Module 2.3 QOS and Module 3, with cross-module inconsistencies flagged before
any human review cycle begins. Every value in a generated draft is source-linked at the field level, meaning a reviewer can click a reference indicator
to open a split-screen view of the originating BMR or stability report (Source: syncig.ai). On data governance, SynclQ states that "your data stays in
your environment," that "no content" is "retained for training," and that it can execute a non-disclosure agreement within 24 hours (Source: syncig.ai).
A related SynclQ commentary situates this design choice within a broader industry pattern, arguing that the traditionally manual, labor-intensive nature
of pharma documentation is precisely the bottleneck Al-driven authoring and lifecycle management is meant to relieve (Source: syncig.ai).

Adoption

As of July 2026, SynclQ describes itself as being in active pilots across India, the United States, and Europe rather than in general commercial
availability, and third-party company database Tracxn categorizes it as a "Provider of Al-powered software for regulatory content authoring and
compliance" (Source: fracxn.com). Tracxn lists SynclQ as founded in 2024 by Shashwat Yadav, Vikas Srivastava, and Anurag Saxena, based in San
Francisco, with "10 employees as of May 26," and states plainly that "SynclQ has not raised any funding yet" (Source: tracxn.com). The vendor
reports pilot-stage metrics for reduction in authoring time, first-draft completeness, and compliance gap detection, measured "across active pilots
preparing Module 3 and Module 2 QOS for FDA and EU submissions across multiple pharmaceutical organisations,” while cautioning that "results
may vary by submission type and source-document quality” (Source: syncig.ai). Notably, the specific percentage figures behind these headline metrics
were not rendered as static text on the vendor's public site at the time of this report's research, appearing instead as animated counters, so this report
does not repeat unverified numeric values from that section. Tracxn's profile additionally puts SynclQ's active competitor set in the thousands, noting
the company faces "4155 active competitors, including 368 funded" rivals across the broader Al-powered software category, with named rivals in the
adjacent content-automation space including "Box, Pipefy and Moveworks" (Source: tracxn.com), underscoring how crowded the adjacent Al-content-
automation space is even though few competitors target CMC as specifically as SynclQ does.

Strengths and Limitations

SynclQ's principal strength for organizations evaluating Al CMC authoring software specifically is its narrow, deep focus: unlike broader regulatory
writing platforms, its entire product surface, from the "Data Research Agent" to the "Compliance Review Agent," is organized around the CMC-specific
problem of reconciling manufacturing and analytical data with QOS and Module 3 narrative text. Its explicit data residency and no-training-retention
commitments address a common procurement concern for regulated life sciences buyers. The company frames its broader ambition in its own words
as one where "intelligent Al agents collaborate seamlessly with humans, driving innovation and creating value across all industries," delivered by "a
diverse group of industry experts, Al researchers, and seasoned professionals passionate about transforming the future of business automation”
(Source: syncig.ai). The corresponding limitation, reviewed honestly, is stage of maturity: an unfunded, 10-person company still in active pilots carries
materially different vendor-viability risk than a funded competitor with paying enterprise customers, a factor procurement and IT security teams should
weight independently of feature comparisons (Source: tracxn.com). SynclQ also does not publicly claim coverage of Modules 1, 4, or 5, or of clinical
and safety document types, positioning it as a CMC point solution rather than an end-to-end regulatory writing platform, which may suit organizations
that already have separate tooling for clinical documents but want a specialist for CMC.
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https://tracxn.com/d/companies/synciq/__4ZNS4phUpafYOaLK7TueCjb2KEmQAyQ_ICzroc8wB10#:~:text=4155%20active%20competitors%2C%20including%20368%20funded
https://www.synciq.ai/about#:~:text=We%20envision%20a%20future%20where%20intelligent%20AI%20agents%20collaborate%20seamlessly%20with%20humans%2C%20driving%20innovation%20and%20creating%20value%20across%20all%20industries
https://tracxn.com/d/companies/synciq/__4ZNS4phUpafYOaLK7TueCjb2KEmQAyQ_ICzroc8wB10#:~:text=SyncIQ%20has%20not%20raised%20any%20funding%20yet
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ai-cmc-authoring-software-comparison
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Weave Bio

Capabilities

Weave Bio describes its offering as an "Al-native regulatory platform" that "transforms how teams prepare and manage complex dossiers across the
therapeutic life cycle," using "eCTD-formatted templates" to speed "data organization, authoring, review, publishing and response management"
(Source: weave.bio). Unlike SynclQ's CMC-only scope, Weave's eCTD Submission Builder can "generate and refine content for Modules 1 (including
the IB), 2, 3, and 5" and "automate submission formatting and table/figure handling, keeping citations and cross-references current, including intra-
document, inter-document, and literature references" (Source: weave.bio), spanning administrative, clinical, and manufacturing content within a single
connected workspace built around three components: a Document Editor, a Data Room, and a Dossier Manager that together "structures your
complete dossier" and provide "more predictable submission timelines" (Source: weave.bio). The platform emphasizes "sentence-level tracing and
automated data verification" so reviewers can "track every claim back to its source" (Source: weave.bio), and positions itself as directive rather than
autonomous: "instead of doing, you're directing” is the company's framing for how subject-matter experts retain control over Al-generated content
(Source: weave.bio). Underlying the Document Editor and Data Room is what the platform calls an "“Instruct, Interpret, Iterate" workflow, in which the
Al "surfaces insights, flags inconsistencies and surfaces data, but you're the expert making every critical decision" (Source: weave.bio).

A distinguishing module is the HAQ Manager, purpose-built to handle Health Authority Questions, which the company notes "come fast, sometimes
hundreds at once, with answers expected in as little as 24 hours." Built and tested with input from a top-20 pharmaceutical company, Weave states
the module extracts questions with 100 percent precision at 99.7 percent recall when tested across sample question files from the FDA and EMA, with
"responses generated in minutes with unmatched accuracy,” and estimates it can "save between 500 and 3,500 hours per year, per application”
(Source: weave.bio). As of April 2026, Weave extended coverage to New Drug Applications, adding Al templates supporting NDA-specific content
through a co-development partnership with Parexel, and its HAQ Manager continues to receive updates, with release notes describing expanded
support "for global submissions" and "new HAQ Manager capabilities" in successive monthly releases (Source: weave.bio).

Adoption

Weave Bio was founded in 2022 and is headquartered in San Francisco, backed by investors including USVP, Innovation Endeavors, Magnetic
Ventures, Character, TMV, and Serrado Capital, and is led by co-founders Brandon Rice (Chief Executive Officer) and Ari Caroline (Chief Strategy
Officer) (Source: weave.bio). The company describes itself as founded by "scientists, engineers, and regulatory experts,” with "leading investors
backing the company and organizations across the life sciences placing their trust in it" (Source: weave.bio). Its customer roster, as displayed on its
site, includes named biotechs such as Shattuck Labs, Vistagen, Cyclarity, Recursion, and Argenx, alongside contract research organization Parexel
(Source: weave.bio). Through its co-development partnership, Parexel's active use of the platform for real-world NDA submissions has delivered more
than 60 percent faster authoring timelines compared to traditional methods, without compromising quality, according to the joint announcement.
Weave also markets its platform across three customer segments, biotech, pharma, and "CROs & consultants," the latter offered with "white-labeled"
collaborative access and "multi-client management" (Source: weave.bio).

Strengths and Limitations

Weave Bio's clearest strength relative to a CMC-only tool like SynclQ is breadth: its Module 1 through 5 coverage and dedicated HAQ Manager
address the full lifecycle of a submission rather than a single module, and its NDA-specific workflow, co-designed with a 40-plus-year regulatory
consultancy in Parexel, suggests a maturing enterprise deployment pattern beyond early pilots (Source: newsroom.parexel.com). Its stated 100

percent precision, 99.7 percent recall figures for HAQ extraction are also unusually specific for a vendor claim, though as with all vendors in this
comparison, these figures come from internal or single-partner testing rather than an independent, peer-reviewed benchmark. A limitation worth
flagging for CMC-specific buyers is that, unlike SynclQ, Weave Bio's public materials describe its traceability in general "sentence-level" terms across
all module types rather than a dedicated automated cross-check specifically between Module 2.3 QOS language and Module 3 CMC values (Source:
weave.bio); organizations whose primary pain point is QOS-to-Module-3 reconciliation specifically may want to probe this distinction directly with the
vendor during evaluation.

Peer Al
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https://www.weave.bio/about-weave-bio/#:~:text=Brandon%20Rice
https://www.weave.bio/about-weave-bio/#:~:text=Scientists%2C%20engineers%2C%20and%20regulatory%20experts%20founded%20Weave%2C%20with%20leading%20investors%20backing%20the%20company
https://www.weave.bio/#:~:text=Trusted%20by%20the%20best
https://www.weave.bio/#:~:text=Deliver%20more%20value%20to%20clients%20with%20a%20white-labeled%20collaborative%20platform
https://newsroom.parexel.com/news-releases/news-release-details/weave-bio-launches-nda-workflow-designed-partnership-parexel#:~:text=Parexel%20brings%20more%20than%2040%20years%20of%20regulatory%20experience
https://www.weave.bio/about-weave-bio/#:~:text=Our%20AI-native%20platform%20supports%20the%20entire%20regulatory%20content%20lifecycle%2C%20from%20authoring%20to%20publishing%20and%20response%20management
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ai-cmc-authoring-software-comparison
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Capabilities

Peer Al markets itself as "the Al authoring platform for regulatory submissions," designed to "author submissions with speed and quality," "see
bottlenecks before they cascade," and "anticipate reviewer queries before you file" (Source: getpeer.ai). Its document coverage is the broadest of the
four platforms examined here, spanning "pre-clinical, CMC and clinical" documents through "document-specific agents," including IND modules,
Phase 3 CSRs, protocols, safety narratives, investigator's brochures, and plain-language summaries (Source: getpeer.ai). Internally, the platform

separates work into specialized agent types: "data source agents" extract information from complex source files and ensure database integration,
"authoring agents" create drafts aligned with regulatory guidelines, "style agents" ensure compliant formatting, and "post-processing agents" perform
final validation checks (Source: prnewswire.com).

As of April 2026, Peer Al added a "Command Center" for real-time program visibility, giving "regulatory leaders a unified view of documents,
deliverables, and dependencies across a program,” and a predictive intelligence layer that "analyzes regulatory review patterns by therapeutic area,
submission type, and review committee... to anticipate the queries a team is likely to receive" (Source: prnewswire.com). Every Al decision is
designed to be traceable, "so institutional knowledge stays in the platform even as team members change over a program's full lifecycle," with
regulatory teams able to "use Al agents to see and understand every document and dependency across their program" (Source: prnewswire.com).
Peer Al advertises enterprise security practices including SOC 2 and General Data Protection Regulation (GDPR) compliance, a "Zero Data
Retention" policy stating "your data is never used for model training,” and the option to "deploy in the Peer Al cloud or within your own AWS
environment" (Source: getpeer.ai). On regulatory alignment specifically, the company's own commentary on the FDA's evolving posture argues that

"medical writing has evolved beyond regulatory compliance” and "now must be compatible with Al," observing that "a protocol may switch between

'participant’ and 'subject™ in ways that automated reviewers, unlike human ones, will flag immediately (Source: getpeer.ai).

Adoption

Peer Al, operating under the corporate name Peer TechBio Inc., announced $12.1 million in total funding in October 2025, led by Flare Capital
Partners and SignalFire, with additional participation from Greycroft, Atria, Alumni Ventures, Gaingels, and Mana Ventures (Source: prnewswire.com).
The company was co-founded by Chief Executive Officer Anita Modi, Chief Technology Officer and Chief Operating Officer Chris Ceppi, and Chief
Scientific and Regulatory Officer Ravi Ramachandran (Source: getpeer.ai), and lists advisors including Brian Longo, a former Veeva Systems

executive, Hanlin Tang, co-founder of MosaicML, which was acquired by Databricks, and Mary Christian, former Head of Regulatory Affairs at C4
Therapeutics (Source: getpeer.ai). Peer Al states its own market opportunity estimate for regulatory documentation at "$15 billion," and reports that
"daily active use has grown 3X in the first three quarters of 2025, while overall platform volume has increased 6X" (Source: prnewswire.com). The
company describes itself as "Winner of the DIA 2025 Innovation Award," a reference to the Drug Information Association's industry recognition, and
states it serves "pharmaceutical, biotech, and CRO organizations worldwide," ranging from "emerging biotechs to Top 20 pharma" (Source:
getpeer.ai).

Strengths and Limitations

Peer Al's principal strength is document breadth combined with an unusually well-funded position among the vendors reviewed here, as detailed
above, with named health care venture investors providing more visible runway than SynclQ's unfunded status. Its "10+ medical and technical writers
with over 100 years of regulatory expertise" building the product suggests domain depth beyond pure engineering (Source: getpeer.ai), and a public
case study on a "$700M+ market cap" biotech client specifically tested the platform on CMC documents, with the client's technical writer stating "I
couldn't tell if | was reading our document or the one from Peer, they were identical" (Source: getpeer.ai). On the limitations side, Peer Al's CMC
coverage is presented as one of three document domains (alongside pre-clinical and clinical) rather than the sole focus, so buyers whose primary

need is deep, CMC-specific features such as automated QOS-to-Module-3 reconciliation should compare Peer Al's CMC-specific functionality directly
against SynclQ's narrower but more specialized feature set. As with every vendor in this category, Peer Al's efficiency figures, including its headline
"55 to 94 percent" faster drafting claim, are self-reported and drawn from customer case studies rather than an independent, blinded benchmark
(Source: getpeer.ai).

DDi (Visu Platform and REGai)
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Capabilities

DDi is a longer-established regulatory operations vendor whose Visu platform unifies and accelerates the end-to-end dossier lifecycle for the
pharmaceutical, biotech, and medical device industries by combining robust content management with Al and automation workflows. Rather than an
Al-native, chat-first product built from the ground up like SynclQ, Weave Bio, or Peer Al, DDi layers automation onto an existing content management
and submission publishing platform. Its "Al-Powered Format Automation” component "automatically scans documents for compliance with regional
health authority standards," running "automated Quality Control (QC) to auto-fix formatting, fonts, margins, hyperlinking, and bookmarks," and its "Pre-
submission Validation" checks content against specific health authority guidelines from the FDA, EMA, and PMDA before final compilation (Source:
ddismart.com). The platform natively supports the ICH eCTD (Electronic Common Technical Document) specification and, distinctively among the
vendors compared here, also supports medical device regulatory structures such as the European Union's Medical Device Regulation (EU MDR), In
Vitro Diagnostic Regulation (EU IVDR), and the Summary Technical Documentation (STED) format, alongside FDA 510(k), Premarket Approval
(PMA), and De Novo pathways (Source: ddismart.com).

DDi's dedicated agentic Al layer, branded REGai, is described as "an agentic Al platform for pharmaceutical and medical device companies that
automates regulatory operations, medical writing QC, publishing workflows, and compliance verification" (Source: ddismart.com). Its separate Medical
Writing Solutions module is built around two named agents: an "Authoring Agent" that "produces initial draft sections for human review, allowing your
medical writers to shift their focus from 'blank page' drafting to high-value content refinement," since "modern medical writing requires more than just
templates; it requires intelligence" (Source: ddismart.com), and a "QC Agent" that "automates complete quality checking whether it's content or data or
format of the document" (Source: ddismart.com). DDi additionally offers a separate Regulatory Information Management (RIM) product called Visu
RIM, described as "a modular platform for Pharma & Biotech to streamline product registration, manage regulatory impact assessments, automate
publishing activities, manage global submissions, and ensure regulatory compliance efficiently," built with "native support for data standards including
XEVMPD and IDMP" and coverage of "over 140 markets" (Source: ddismart.com).

Adoption

DDi reports vendor-level productivity metrics for REGai of "35% Faster Decision-Making" through "real-time insights for quicker decisions" and a "45%
Boost in Productivity" from "empower [ing] your teams with Al automation, reducing bottlenecks" (Source: ddismart.com). Unlike SynclQ, Weave Bio,
and Peer Al, all of which are recently founded, venture-backed startups built specifically around generative Al, DDi presents as an established
regulatory technology provider that has extended an existing product line (Visu, covering submission management, document management, and
RIM), marketed as helping customers "shift from weeks to days for final submission compilation" (Source: ddismart.com), with newer Al and agentic
capabilities layered on top, positioning it differently in the buyer's risk calculus: a longer operating history in regulatory content management, but
potentially less singular focus on generative Al authoring than the three Al-native challengers. The QC Agent specifically claims to reduce "the number
of review rounds, enabling 'right-first-time' submissions," a framing that speaks directly to the multi-cycle review problem this report documents
elsewhere in FDA data (Source: ddismart.com).

Strengths and Limitations

DDi's principal strength is breadth across the regulatory operations stack, spanning document collection, format automation, submission publishing,
RIM, and now agentic authoring and QC, plus its unusual coverage of medical device regulatory pathways (EU MDR, EU IVDR, FDA 510(k)/PMA/De
Novo) that pharma-only competitors do not address. This makes DDi a plausible fit for combination product companies or medical device
manufacturers evaluating Al-assisted regulatory writing tools for pharma-adjacent submissions, a use case none of the three Al-native startups
explicitly serve. The corresponding limitation is that DDi's Al-specific authoring capability is a newer addition to a broader legacy platform rather than a
purpose-built, CMC-first authoring experience; its public materials describe REGai's benefits in general productivity terms (35 percent faster decisions,
45 percent productivity gains) rather than the module-specific traceability metrics (such as SynclQ's automatic QOS-to-Module-3 sync or Weave's
sentence-level tracing) that the Al-native vendors foreground (Source: ddismart.com).

Feature Comparison

Table 1 below summarizes the four platforms across the dimensions most relevant to a CMC or broader regulatory writing evaluation: founding and
funding status, module coverage, core differentiator, traceability mechanism, and reported efficiency claims.
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DIMENSION

Founded /| HQ

Funding status

Module
coverage

Core
differentiator

Traceability
mechanism

Reported
efficiency
claim

Deployment /
security

SYNCIQ

2024, San Francisco

Unfunded as of mid-2026

Module 3 (3.2.S, 3.2.P) and
Module 2.3 QOS

Automatic Module 2.3 QOS
<->Module 3 sync

Field-level source linkage,
split-screen verification

Pilot metrics reported but
underlying percentages not
publicly disclosed as static
figures

Data stays in customer
environment; no training
retention

Al CMC Authoring Software Comparison: 2026 Vendor Guide

WEAVE BIO

2022, San Francisco

Backed by USVP, Innovation
Endeavors, Magnetic
Ventures, Character, TMV,
Serrado Capital

Modules 1 (incl. IB), 2, 3, 5

HAQ Manager plus NDA co-
development with Parexel

Sentence-level tracing, two-
click verification

60%+ faster NDA authoring
with Parexel

Cloud-based single
workspace

PEER Al

Founded by industry
veterans; San
Francisco

$12.1M total, led by
Flare Capital Partners
and SignalFire

Pre-clinical, clinical, and
CMC documents

Command Center
program visibility plus
predictive reviewer-
query modeling

Every Al output traced
to source data and
reasoning

55 to 94% faster
drafting; CSR time cut
from 40 to 17 days

SOC 2, GDPR
compliant; own-AWS or
Peer Al cloud
deployment

DDI (VISU | REGAI)

Established vendor,
expanded with Al

Not publicly disclosed;
established commercial
operations

Full dossier: content mgmt,
publishing, RIM, medical
device pathways

Combined content
management, publishing,
and medical device pathway
support

Traceability Matrix at
document and
correspondence level

35% faster decisions; 45%

productivity boost

Established enterprise
deployment across 140+
markets

The comparison illustrates that no single platform dominates on every axis relevant to Al CMC authoring software. SynclQ's automatic QOS-to-
Module-3 synchronization is the most CMC-specific feature among the four, directly addressing the reconciliation burden that AAPS Open and SynclQ
itself both identify as central to the authoring bottleneck, but it comes from the least commercially proven vendor of the group. Weave Bio and Peer Al
both offer full-lifecycle module coverage with venture funding and named enterprise customers, differentiated primarily by Weave's HAQ-response
specialization versus Peer Al's predictive query-anticipation and broader pre-clinical-through-clinical document coverage. DDi stands apart as the only
vendor with medical device regulatory pathway support, a decisive factor for combination product or device manufacturers that the three pharma-only
Al-native vendors do not serve.

Performance and Benchmarks

No independent, peer-reviewed, or regulator-conducted benchmark directly compares SynclQ, Weave Bio, Peer Al, and DDi against one another or
against a common test dossier; every performance figure cited in this report originates from the vendor itself, typically from a single customer
engagement or an internal pilot, a limitation this report treats as a first-order finding rather than a footnote. Where figures are available, they cluster in
a broadly consistent range. Peer Al reports drafting time reductions of 55 to 94 percent depending on document type (Source: prnewswire.com), and
in its top-20 pharma CSR case study specifically, reports "a 55% reduction in CSR drafting time compared with traditional authoring approaches" on
the first document, using source documents that included a "Style Guide, CSR Template, Study Protocol, Statistical Analysis Plan (SAP), Tables,
Figures & Listings (TFLs)," with "an additional ~50% reduction in time between the first and third CSR" as the platform and reviewers adapted to each
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other (Source: getpeer.ai). Weave Bio and Parexel report a similar order of magnitude, more than 60 percent faster authoring timelines for NDA
preparation specifically, while DDi's REGai reports smaller, more general productivity gains of 35 to 45 percent that are not tied to a specific document
type or submission (Source: ddismart.com).

Precision and recall figures, where disclosed, are notably higher: Weave Bio's HAQ Manager reports 100 percent precision at 99.7 percent recall
specifically for the narrower, more structured task of extracting discrete questions from health authority correspondence, rather than the open-ended
task of generating narrative prose. This distinction matters methodologically: extraction and classification tasks (identifying that a passage is a
question, or that a value belongs in a particular field) are inherently easier to benchmark with precision and recall metrics than open-ended generation
tasks (writing an accurate, well-formed CMC narrative), where quality is necessarily judged more subjectively, typically through human reviewer
scoring rather than automated metrics, as in Peer Al's biotech CMC case study where a "Customer TechOps team reviewed and scored quality
metrics" against manually authored drafts (Source: getpeer.ai).

The broader regulatory operations context suggests why even modest, credible efficiency gains matter commercially. The AAPS Open review notes
that Structured Content and Data Management "reduces redundancy, facilitates seamless updates, and ensures compliance with regulatory
requirements" (Source: aapsopen.springeropen.com), and that regulatory filing work for "a moderately sized product portfolio" can consume "tens of

thousands of hours annually" (Source: aapsopen.springeropen.com), meaning even a 20 to 30 percent efficiency gain, well below any vendor's
headline claim, would represent thousands of recovered labor hours per year at scale. Given the absence of independent verification, however, this
report recommends that any organization evaluating these tools request a proof-of-concept using its own representative source documents, mirroring

the structure Peer Al itself used in its public biotech case study, rather than relying on vendor-reported percentages alone (Source: getpeer.ai).

Data Analysis and Evidence

The commercial case for Al CMC authoring software rests on a convergence of three data trends: a growing and increasingly costly regulatory
documentation burden, persistently high first-cycle rejection rates, and clear market growth in adjacent regulatory technology spending. Grand View
Research, a market research firm, valued the global Regulatory Information Management (RIM) System market at $2.5 billion in 2025, projecting
growth to $2.8 billion in 2026 and $5.1 billion by 2033, a compound annual growth rate (CAGR) of 9.1 percent from 2026 to 2033. Precedence
Research puts the market slightly higher at $2.56 billion in 2025 and $2.83 billion in 2026, forecasting $6.81 billion by 2035 at a 10.28 percent CAGR
(Source: precedenceresearch.com); the two estimates differ mainly in forecast horizon (2033 versus 2035) rather than in their assessment of current

market scale, which this report treats as broad corroboration rather than a meaningful contradiction. The pharmaceutical sector alone accounted for
42.6 percent of the RIM market's revenue in 2025 by Grand View Research's count, the largest single end-use segment, with North America holding
the largest regional revenue share (Source: grandviewresearch.com). Precedence Research separately estimates the U.S. RIM market alone at "USD

627 million in 2025," growing "at a CAGR of 10.56% from 2026 to 2035" (Source: precedenceresearch.com). Established RIM vendor Veeva Systems

has more than 350 organizations using its Vault RIM Suite applications, according to Grand View Research's competitive analysis (Source:
grandviewresearch.com), underscoring how entrenched incumbent regulatory information management infrastructure already is at most

pharmaceutical companies evaluating a new Al authoring layer. Veeva's own product materials describe Vault RIM as unifying "regulatory systems
and processes on a single cloud platform to enable end-to-end submission and registration management," providing "an authoritative source for
regulatory documents and information globally" where "content and data converge in a single cloud platform that unifies registration tracking,
correspondence and commitments, submission document management, dossier publishing, and regulatory submission archiving" (Source:
veeva.com). Beyond individual applications, Veeva notes that "RIM applications share a common data model, which allows for regulatory business
functions to run in one Vault" (Source: veeva.com). A related Veeva product, Veeva Submissions, is described on the same page as "a content
management application used to plan, author, review, and approve regulatory submissions" (Source: veeva.com), a further module, Veeva
Submissions Publishing, "Produces compliant published submissions ready to send to global health authorities" (Source: veeva.com), while a
companion module, Veeva Registrations, "plans, tracks, and reports on global health authority product registrations and associated changes" (Source:
veeva.com), a point of relevance because any new Al CMC authoring tool typically must integrate with, rather than replace, this existing RIM layer.

Table 2 below consolidates the key first-cycle approval and quality statistics that motivate Al-assisted CMC authoring, drawn from FDA's own
retrospective analysis and independent trade press analysis of recent approval cohorts.
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METRIC VALUE SOURCE

First-cycle approval rate,

. 51% FDA independent evaluation (Source: fda.gov)
experienced sponsors
First-cycle approval rate, ) .
. . 30% FDA independent evaluation (Source: fda.gov)
first-time sponsors
First-cycle approval rate, ) .
. . 62% (16 of 26) FDA independent evaluation (Source: fda.gov)
priority review products
CRL rate, 2024 novel . o _ o
21% Pink Sheet / Citeline (Source: insights.citeline.com)
agent cohort
First-cycle approval rate, ) . o o o
77% (lowest in a decade) Pink Sheet / Citeline (Source: insights.citeline.com)

2024 novel agents

$2.8B /9.1% CAGR through 2033 (GVR); ) )

Global RIM System market Grand View Research (Source: grandviewresearch.com);
. $2.83B / 10.28% CAGR through 2035
size (2026) and CAGR Precedence Research (Source: precedenceresearch.com)
(Precedence)

These historical figures help explain interest in improving regulatory workflows, but they should not be read as evidence of current approval rates or
Al-authoring outcomes. The FDA retrospective covered 77 applications submitted during fiscal years 2002—2004 and identified varied application-
quality and communication factors; it did not evaluate source-linked authoring tools. At the same time, the FDA's January 2025 Al guidance and its
internal deployment of the Elsa generative Al tool signal that reviewers themselves are increasingly using Al-assisted tools to check submissions for
internal consistency, meaning sponsor-side documents may face Al-assisted scrutiny even where the sponsor's own authoring process remains
manual, an argument several vendors make explicitly for adopting Al-assisted authoring proactively (Source: fda.gov).

Case Studies and Real-World Examples

Weave Bio and Parexel: Co-Desighing an NDA Workflow

In April 2026, Weave Bio and global clinical development partner Parexel jointly announced that the Weave platform now supports New Drug
Application (NDA) submissions, the result of a co-development partnership in which "Parexel's deep regulatory consulting expertise across clinical,
non-clinical, clinical pharmacology and chemistry, manufacturing, and controls (CMC) directly informed how the Weave platform was refined to meet
the demands of NDA submissions" (Source: newsroom.parexel.com). Parexel, which brings "more than 40 years of regulatory experience and a track

record of successful NDA submissions," used the platform for real-world NDA submissions and reported "more than 60% faster authoring timelines
compared to traditional methods, without compromising quality." Weave Bio Chief Executive Officer Brandon Rice characterized NDA submissions as
"the highest-stakes moment in a drug's path to approval," while Parexel President of Consulting Paul Bridges framed the partnership as pairing "deep
regulatory expertise with advanced Al that accelerates authoring and strengthens consistency across submissions" (Source: newsroom.parexel.com).

Weave Bio and Trace Biosciences: A First-Time IND Sponsor

Trace Biosciences, an emerging biotech company, used the Weave platform to prepare and submit its first Investigational New Drug (IND) application
"while advancing a nerve-targeted molecular imaging agent toward clinical development” (Source: weave.bio). As "a first-time IND sponsor operating
under tight timelines," Trace Biosciences needed "a drafting approach that could scale faster than headcount while keeping scientific and regulatory
judgment firmly human-led" (Source: weave.bio). Trace Biosciences co-founder and Chief Executive Officer Connor Barth summarized the resource-
constrained calculus facing many first-time sponsors: "We don't have infinite funding or a large team, so anything that reduces time to market directly
increases the value of our company" (Source: weave.bio). This case illustrates a distinct adoption pattern from the Parexel example above: rather than
a large CRO applying Al authoring at enterprise scale across many sponsor engagements, it shows a resource-constrained emerging biotech using
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the same underlying platform to compensate for the headcount it does not have, a use case FDA's own data suggests is precisely where first-cycle
approval rates are lowest, given that inexperienced drug developers, generally small biotechnology companies without prior U.S.-approved products,
had the lowest first-cycle approval rate of the sponsor categories the agency studied (Source: fda.gov).

Peer Al and a Public Biotech: Testing Al on Complex CMC Documents

A publicly traded biotech company with a market capitalization exceeding $700 million used Peer Al to determine "whether Al could handle highly
complex, technical CMC documents,” specifically turning "data-dense, color-coded PDFs from a manufacturing partner into clear, regulatory-ready
prose" (Source: getpeer.ai). The company generated IND Module 3 sections from the same source files, including "PDFs, scans, CDMO

stability/specs docs, protocols, CoAs," used in its existing manual process, then had its "Customer TechOps team" independently score both outputs
on quality metrics. Reported results included that the Al-generated "Draft 1" scored higher than the in-house final draft on completeness and
readability, with accuracy assessed as "comparable to manual authoring," and demonstrated capability to author "multiple sets of complex CMC
documents," suggesting the efficiency gains "compound across use cases" (Source: getpeer.ai). This case is notable among the examples reviewed
here because, unlike headline percentage claims, it describes a specific, replicable evaluation methodology (identical source files, blind comparison,
internal scoring rubric) that other organizations evaluating Al CMC authoring software could reasonably replicate during their own procurement

process.

Peer Al and a Top-20 Pharmaceutical Company: Compounding Efficiency Across CSR
Authoring

A top-20 pharmaceutical company adopted Peer Al to scale clinical study report (CSR) authoring, moving through a staged rollout: a proof of concept
for both Phase 1 and complex Phase 3 studies, an evaluation phase in which medical writers and editors scored the proof of concept against
predefined metrics, production deployment for Phase 1 CSRs, and finally implementation at scale across all CSRs (Source: getpeer.ai). The company

reported "a 55% reduction in CSR drafting time compared with traditional authoring approaches" from the initial deployment, followed by "an additional
~50% reduction in time between the first and third CSR" as the workflow matured, which the company's lead medical writer described in terms of
iterative, compounding gains: "Each CSR gets faster, and the quality continues to improve. That compounding value is what gives us confidence to
scale this approach" (Source: getpeer.ai). This staged, metrics-gated rollout, proof of concept, evaluation, limited production, then full-scale
deployment, illustrates a governance pattern that organizations evaluating any of the four platforms in this report, including SynclQ or DDi, could adapt
regardless of which specific vendor they select.

Implications and Future Directions

Three structural trends are likely to shape how Al CMC authoring software evolves over the next several years. First, regulatory guidance itself is
becoming a design constraint rather than an afterthought: the FDA's January 2025 credibility assessment framework requires sponsors to define "the
question of interest," the "context of use" for any Al model informing a submission, and to assess "model risk" as a combination of "model influence"
and "decision consequence" (Source: fda.gov). This means Al CMC authoring vendors will likely need to document not just what their models output,
but how confident sponsors and regulators should be in that output for a specific, defined use, a standard that goes beyond simple efficiency metrics
like drafting time reduction. Vendors whose traceability architecture already ties every generated value to a specific source document, such as
SynclQ's field-level source linkage or Weave Bio's sentence-level tracing, appear better positioned to satisfy this kind of scrutiny than tools that treat
traceability as a secondary feature.

Second, harmonization efforts such as the finalized "ICH M11 Guideline on clinical electronic structured harmonised protocol (CeSHarP) step 5"
(Source: ema.europa.eu) and the FDA's and EMA's respective PQ/CMC and Substance, Product, Organization, and Referentials (SPOR) data

standards, both mapped to the Health Level 7 (HL7) Fast Healthcare Interoperability Resources (FHIR) specification (Source:
aapsopen.springeropen.com), point toward a future in which regulatory content is exchanged as structured data rather than static PDF documents. If

this transition accelerates, today's Al authoring tools, most of which currently generate document-shaped narrative output, will need to evolve toward
generating structured, standards-compliant data directly, a more fundamental architectural shift than incremental improvements to drafting speed.
Third, the market itself is likely to consolidate around a smaller number of well-funded platforms as the space matures: Grand View Research already
characterizes the broader RIM market as "slightly fragmented, with many providers entering the market,” while noting that "partnerships and
collaborations... are increasing to strengthen digital infrastructure” (Source: grandviewresearch.com), a dynamic mirrored in the CMC authoring space,

where an unfunded startup like SynclQ, a well-funded challenger like Peer Al or Weave Bio, and an established incumbent extending into Al like DDi
are all competing for the same buyer's budget simultaneously.
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For life sciences organizations evaluating this landscape, the practical decision criteria extend beyond any single vendor's headline percentage claim.
Buyers should weigh module scope (CMC-only versus full-lifecycle coverage), vendor funding and operating history (an unfunded, 10-person startup
carries different long-term support risk than a funded, multi-year operator), integration with existing Regulatory Information Management infrastructure
such as Veeva Vault RIM, which more than 350 organizations already use, and whether the vendor's traceability and validation architecture aligns with
the FDA's risk-based Al credibility framework rather than simply promising faster drafts. As a life sciences and Al consultancy and Veeva Vault CRM X-
Pages partner rather than a competing CMC authoring vendor, IntuitionLabs approaches this category from an integration and governance
perspective: the firm notes that regulatory submission workflows increasingly demand "built-in compliance with FDA, EMA, and global regulations"
alongside "seamless integration with existing systems and workflows" (Source: intuitionlabs.ai), and the firm separately describes providing
"consulting, implementation, and custom development services across the Veeva Development Cloud (Vault), Commercial Cloud (CRM, Mylnsights),
and Data Cloud (Nitro)" for its life sciences clients (Source: intuitionlabs.ai). A related IntuitionLabs analysis of the broader regulatory submission
landscape notes that generic drug submissions in particular "suffer from conflicting data and format rules across the US, EU, Japan, India, and China,"
a harmonization gap that complicates any single Al authoring tool's promise of universal, one-size-fits-all compliance checking (Source:
intuitionlabs.ai), and separately notes that "the EU required eCTD for centralized filings starting around 2010," an earlier harmonization milestone that
today's Al CMC tools must still work within (Source: intuitionlabs.ai). From this vantage point, the question for most organizations is not simply which
Al CMC authoring platform reports the highest efficiency percentage, but which platform's data model, traceability standard, and deployment posture
will still integrate cleanly with the organization's existing Veeva Vault RIM, quality, and safety systems three to five years from now, after today's
vendor field has consolidated.

Frequently Asked Questions (FAQs)

What is the best Al tool for Module 3 authoring? Among the platforms in this report, SynclQ offers the narrowest, most CMC-specific feature set for
Module 3 and the Module 2.3 QOS, including automatic synchronization between the two, while Peer Al and Weave Bio offer Module 3 authoring as
part of broader, full-lifecycle platforms with more established funding and named enterprise customers. There is no independent, peer-reviewed
benchmark ranking these tools against one another, so "best" should be evaluated through a proof of concept against an organization's own source
documents.

What is QOS dossier automation software, and which vendors offer it? QOS (Quality Overall Summary) dossier automation refers to software
that drafts and validates Module 2.3 of the CTD, the summary document that condenses all Module 3 quality data for reviewers. SynclQ is built
specifically around this task, automatically keeping the QOS aligned with underlying Module 3 content, while DDi's Visu platform validates QOS-
adjacent content against specific health authority guidelines as part of its broader pre-submission validation workflow (Source: ddismart.com).

How does SynclQ compare in a CMC software review context? As reviewed in this report, SynclQ's strengths are its CMC-specific feature depth
and explicit data-residency commitments, while its principal weakness is commercial maturity: the company is unfunded and still in active pilots as of
mid-2026, a factor buyers should weigh alongside its feature set.

What does Weave Bio's regulatory affairs software actually do? Weave Bio provides an Al-native platform covering CTD Modules 1, 2, 3, and 5,
including document authoring, review, publishing, and a dedicated HAQ Manager for responding to health authority questions (Source: weave.bio).

What is Peer Al's CMC authoring platform capable of? Peer Al authors CMC documents alongside pre-clinical and clinical documents through
specialized Al agents, with a public case study demonstrating IND Module 3 section generation from CDMO source files that a customer's technical
writer found indistinguishable in quality from manually authored drafts, as detailed in the case study reviewed elsewhere in this report.

Is DDi's regulatory writing software different from an Al-native startup like SynclQ, Weave Bio, or Peer Al? Yes. DDi is an established
regulatory operations vendor that has added agentic Al capability (REGai) to its existing Visu content management and submission publishing
platform, and it is the only vendor of the four reviewed here to also support medical device regulatory pathways such as EU MDR, EU IVDR, and FDA
510(K).

How are companies automating CMC submissions with Al today? Current approaches center on ingesting structured and unstructured source
data (BMRs, CoAs, stability studies), using Al agents to draft narrative CTD sections, and layering automated compliance checks against ICH, FDA,
EMA, and pharmacopoeial requirements before human review, an approach common to all four vendors profiled here, albeit with different degrees of
CMC specialization.

How does the Al regulatory writing tools market for pharma look heading into the rest of 2026? The broader Regulatory Information
Management System market is projected to reach $2.8 billion in 2026 by Grand View Research's count, or $2.83 billion by Precedence Research's
count, growing at roughly a 9 to 10 percent CAGR through the early-to-mid 2030s, with Al-native authoring vendors representing a fast-growing but
still early-stage and largely unconsolidated segment within that broader market.
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Conclusion

Al CMC authoring software has moved from concept to active commercial deployment within a narrow window, and the four platforms compared in
this report, SynclQ, Weave Bio, Peer Al, and DDi, illustrate genuinely different strategic bets on how to solve the same underlying problem of
converting manufacturing and quality data into submission-ready regulatory narrative. SynclQ bets on depth: a CMC-only scope with automatic
Module 2.3 QOS to Module 3 synchronization, at the cost of being an unfunded, early-stage vendor. Weave Bio and Peer Al both bet on breadth and
venture-backed scale, spanning the full CTD lifecycle or the full pre-clinical-through-clinical document set respectively, each with named enterprise
partnerships (Parexel for Weave Bio, a top-20 pharmaceutical company for Peer Al) that provide real-world, if still vendor-reported, evidence of
impact. DDi bets on incumbency, extending an established regulatory content management platform with new agentic capability while retaining unique
medical device pathway coverage that its Al-native competitors do not offer.

None of these bets has yet been validated by an independent, peer-reviewed, head-to-head benchmark, and every efficiency percentage cited by
every vendor in this report, whether 35 percent, 55 percent, or 94 percent, originates from a vendor's own pilot or customer case study. That is not
disqualifying, but it does mean that organizations should treat vendor-reported figures as a starting hypothesis to validate through their own proof of
concept, using their own source documents, rather than as an established fact. Given the FDA's parallel efforts to formalize a risk-based framework
for evaluating Al model credibility in regulatory decisions, and its own adoption of internal generative Al tools, the sponsors best positioned to benefit
from these platforms will likely be those that treat traceability, source linkage, and documented validation methodology, not headline speed claims, as
the primary selection criteria. For organizations already running Veeva Vault RIM or similar regulatory information management infrastructure, the
integration question, not the raw efficiency percentage, may ultimately determine which of these tools delivers durable value as the market for Al CMC
authoring software continues to consolidate through the remainder of 2026 and beyond.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market in custom Al
software development and pharma implementations with proven results across public biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance expertise for
pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software development, multiple
successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP systems with advanced
analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure for pharmaceutical
companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated document analysis, and
intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force applications with
advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated customer service solutions
for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management solutions, and regulatory
compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time pharmaceutical market
intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data visualization solutions
for pharmaceutical insights.

Leading Claude & ChatGPT Al Enablement and Training: Help biotech and pharmaceutical teams adopt Claude and ChatGPT through
practical training, governed workflows, use-case development, and implementation designed for regulated environments.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation guidance for
pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations or warranties of
any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable for any loss or
damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising from the use of information
presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may contain errors,
omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their respective owners. All
company, product, and service names used in this document are for identification purposes only. Use of these names, logos, trademarks, and brands
does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech companies. As the
premier US-based Al software development company for drug development and commercialization, we deliver cutting-edge custom Al applications,
private LLM infrastructure, document processing systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by
Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult with appropriate
qualified professionals.

© 2026 |ntuitionLabs.ai. All rights reserved.
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