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Executive Summary

Computerized System Validation (CSV) is a cornerstone of pharmaceutical quality systems, ensuring that any
GxP-critical software or digital platform used in drug development, manufacturing, or quality management
performs reliably and complies with regulations. Over the past decades, regulatory agencies (FDA, EMA,
PIC/S) have codified these requirements: for example, FDA's 21 CFR Part 11 mandates validated electronic
records and signatures, and GxP guidelines like Annex 11 explicitly state that “the application should be
validated; IT infrastructure should be qualified” (www.canada.ca). In practice, this means every computerized
system impacting product quality or data integrity must be identified, risk-classified, documented, and
performance-qualified end-to-end. Data-integrity lapses draw regulatory attention: FDA has said its data-
integrity guidance “has been developed in response to an increase in findings of data integrity lapses in recent
inspections” (FDA).

Today’s pharmaceutical firms face mounting pressure to modernize their validation processes: digital
transformation initiatives, increasing reliance on SaaS/cloud solutions, and ongoing manpower constraints
mean that >65% of respondents in a 2025 industry survey reported higher workloads, driving a turn toward
outsourcing and digital tools (www.bioprocessonline.com). At the same time, organizations are moving from
document-centric validation to continuous, data-driven quality assurance. In this climate, expertly-managed
CSV projects — often delivered by specialized vendors — can compress timelines and ensure audit-readiness
from day one (peptidestaff.com). Annual reports show strong market momentum for validation services: the
global CSV market, estimated at ~$4.2 billion in 2025, is forecast to grow ~8.6% annually
(www.360iresearch.com).

This report provides a comprehensive guide for pharmaceutical organizations commissioning CSV services in
2026. We detail an RFP (Request for Proposal) “Scope of Work” template covering all lifecycle phases (from
inventory and risk assessment through 1Q/OQ/PQ execution and reporting), and summarize pricing
benchmarks by project type (e.g. vendor-published estimates of $25k-$150k per system (peptidestaff.com),
with daily consultant rates roughly $1,280-$1,536 in the US (converted from $160-$192/hour rate cards at 8
hours/day) or about £600/day in the UK (www.applytosupply.digitalmarketplace.service.gov.uk)
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(validatedcloud.com)). We present a sample Vendor Selection Scorecard (Table 3) to objectively evaluate
suppliers on criteria such as regulatory expertise, process approach, past performance, and cost. Finally, the
“Engagement Model Playbook” covers contracting strategies (fixed-price vs. managed service vs. staff
augmentation), roles/responsibilities (per Annex 11 supplier obligations (www.canada.ca)), and governance
best practices for outsourced validation.

Key findings/recommendations:

» Regulatory alignment: Ensure any CSV RFP explicitly references current standards: FDA 21 CFR Part
11 (electronic records/signatures), EU Annex 11 (computerised systems), PIC/S guidelines, and GAMP
5. For example, Health Canada’s GUI-0050 (published August 10, 2021, adopting PIC/S Annex 11)
states: “Where a computerized system replaces a manual operation, there should be no resultant
decrease in product quality, process control or quality assurance. There should be no increase in the
overall risk of the process.” (www.canada.ca). The RFP scope should mandate a risk-based GAMP 5
approach in line with the risk-based principles of FDA's Computer Software Assurance guidance, a
medical-device guidance that is relevant to drug GMP systems only by analogy (www.fda.gov).

« Scope and Deliverables: The RFP must unambiguously define project phases and deliverables (see
Table 1). This typically includes: system inventory and classification; gap/risk analysis; User
Requirements (URS); Creation of validation strategy and protocols (IQ/0OQ/PQ); test execution; and final
traceability and summary reports. Vendors commonly provide full documentation packages — e.g.
“validation plans, risk assessments, URS, protocols (IQ/OQ/PQ), test reports, trace matrices, and
validation summaries” (peptidestaff.com). Ensure roles are clear (who authors vs. executes protocols),
and that change control and archival obligations are covered (as Annex 11 requires ongoing life-cycle
management (www.canada.ca)).

« Pricing Benchmarks: Vendor-published estimates (not independent market data) indicate broad cost
ranges, reflecting system complexity and vendor capability. For example, one vendor blog and one
provider’s own list prices put a typical CSV project for a single GMP-critical system at roughly $25k-
$150k (peptidestaff.com) (the provider’s own list prices). Smaller engagements (e.g. a CSV assessment
& roadmap) often cost in the $15k-$25k range per that provider’s own list price, while multi-system
program development is listed by that provider at $75K-$150K. Day rates for experienced validation
engineers typically run ~£600/day (UK) (www.applytosupply.digitalmarketplace.service.gov.uk)
(ckgroup.co.uk) (roughly $750 at an assumed rate of about $1.25 per £) and $160-$192/hour (US)
(validatedcloud.com). Table 2 summarizes these benchmarks. RFPs should clarify pricing model (fixed-
price vs. T&M) and seek “not-to-exceed” estimates for key milestones or per deliverable.

» Vendor Evaluation: Use a structured scorecard (see Table 3) to compare proposals. Criteria should
weigh regulatory acumen (knowledge of 21 CFR, Annex 11, GAMP 5), technical experience (past
projects with similar systems), methodological rigor (risk-based approach, use of validated tools or
templates), and quality controls (review processes, documentation management). Include vendor
experience (number of pharma CSV projects, references in similar domains) and personnel credentials
(e.g. certifications, GAMP experience (peptidestaff.com)). Price should be one factor but balanced
against qualitative strengths. Entries in Tables 2—3 illustrate typical weights and considerations.
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« Engagement Model: Select a contracting model aligned to project scope. Small, well-defined projects
lend themselves to fixed-price arrangements, while large or evolving portfolios may favor time-and-
materials or “Managed Service” retainers. All models must incorporate formal agreements: regulators
(Annex 11) require that any third-party validation services be governed by contracts “including clear
statements of [the vendor’s] responsibilities” (www.canada.ca). The agreement should also address
IP/data ownership, audit rights, confidentiality, and support for inspections (per Annex 11, supplier audit
data and records must be accessible to regulators on request (www.canada.ca)). Establish governance
(steering committee, status reporting) and ensure vendor resources have defined roles, access controls,
and backup plans to maintain continuity and traceability.

Data & Trends: Industry surveys underscore growing adoption of digital validation platforms: 58% of life-
science companies reported using dedicated validation software tools in 2025 (up from 30% the prior year)
(www.bioprocessonline.com), driven by needs for continuous audit readiness and data integrity. Leaner teams
(66% of respondents faced increased workloads (www.bioprocessonline.com)) are under pressure to
modernize validation. Yet opportunities remain: only ~16% of organizations use Al in validation, and 46% have
no current plan (www.bioprocessonline.com). Harnessing automation and analytics (pattern recognition, test-
generation algorithms) is a future imperative. Finally, strong regulatory focus on data integrity and quality has
raised the stakes: for example, 21 CFR 211.68(b) requires that changes to master production and control
records be instituted only by authorized personnel (www.ecfr.gov).

In summary, this report delivers an end-to-end roadmap for purchasers of CSV services in pharma. It
combines historical regulatory context and current market data with actionable templates and best practices
(work scope outline, scorecard, contracting strategies). As technologies and expectations evolve (e.g. FDA's
Computer Software Assurance guidance for device production and quality system software, relevant to drug
GMP only by analogy (www.fda.gov) and the industry’s “Validation 4.0” movement toward real-time quality
control), companies that rigorously apply these principles will be best positioned to ensure compliance and
efficiency in their CSV programs.

Introduction and Background

Good X Practices (GxP) — encompassing Good Manufacturing (GMP), Clinical (GCP), Laboratory (GLP),
Distribution (GDP), etc. — are a regulatory foundation in pharma/biotech. Any computerized systems involved
in these regulated activities fall under Computerized System Validation (CSV) requirements. In essence,
CSV is the documented process of demonstrating that software and hardware (taken together as a
“computerized system”) perform as intended for their GXP use and meet all applicable regulatory requirements
(peptidestaff.com) (www.canada.ca). Over the last several decades, regulatory authorities have defined strict
CSV expectations. Notably:

e 21 CFR Part 11 (USA) — FDA's main rule on electronic records and signatures — requires computerized
systems that maintain GxP records to be validated (as part of “predicate rule” requirements) and to have
controls like audit trails, access restrictions, and signature authentication. Under 21 CFR 11.10(a),
closed systems must employ procedures and controls that include “Validation of systems to ensure
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accuracy, reliability, consistent intended performance, and the ability to discern invalid or altered
records” (eCFR), essentially meaning any software that creates or modifies official records must be
computer-validated before use.

e 21 CFR 211.68/820.70 (USA) — The drug cGMP (21 CFR 211 Subpart D) and device QSR contain
clauses on equipment/software. For example, 21 CFR 211.68 specifies that “electronic equipment
including computers...shall be calibrated, inspected... according to a written program” (eCFR), and that
computer systems must enforce that only authorized users make changes to master production records
(eCFR). For medical devices, the former Quality System Regulation was replaced by the Quality
Management System Regulation (QMSR), effective February 2, 2026 (www.fda.gov), so 21 CFR 820.70
software-validation wording is legacy text (see the Part 820 entry below).

 EU Annex 11 | PICIS — International GMP guidance echoes these rules. Annex 11 (adopted by the EU
and PIC/S) opens: “This annex applies to all forms of computerized systems used as part of GMP
regulated activities... The application should be validated; IT infrastructure should be qualified”
(www.canada.ca). It further states that “Where a computerized system replaces a manual operation,
there should be no resultant decrease in product quality, process control or quality assurance. There
should be no increase in the overall risk of the process.” The PIC/S-based text, as published by Health
Canada in GUI-0050 (2021), contains entire sections on risk management, data integrity, supplier
qualification, validation, change control, and audit trails — essentially mandating a Life Cycle approach to
CSV.

e Industry Standards (GAMP 5) — The ISPE’s Good Automated Manufacturing Practice (GAMP) guide is
the de-facto methodology for CSV in pharma. GAMP 5 promotes a risk-based life-cycle validation:
systems are categorized (Category 1-5 from infrastructure to custom apps) and validation effort is
scaled to risk. A vendor blog’s “Pro Tip” advises categorizing every computerized system by GAMP 5
category (1-5) before engaging a CSV outsourcing partner, so that validation effort goes first to high-risk
systems such as LIMS and MES (peptidestaff.com). This reflects the GAMP principle: not all systems
need exhaustive validation — focus on those impacting product quality or patient safety.

Taken together, these regulations mean that pharma companies must justify, document, and execute all
validation activities for any system used in GMP/GCP/GLP scope. At a practical level, that means producing a
full traceable documentation package (UR Spec, risk analysis, test protocols, etc.), demonstrating through
IQ/OQ/PQ testing that each system meets user and regulatory requirements, and maintaining an audit-ready
record. Failure to do so risks compliance actions: FDA has said its data-integrity guidance “has been
developed in response to an increase in findings of data integrity lapses in recent inspections” (FDA).

Despite its criticality, many organizations struggle with CSV. Common challenges include backlogs of systems
awaiting validation, uncertainty about how to treat cloud/SaaS products, outdated legacy documentation, and
insufficient in-house expertise. As digital transformation accelerates (Al analytics, Internet of Things, digitized
manufacturing), the CSV workload grows. A recent industry survey attests that 66% of validation teams
report increased workload, a trend that adds pressure on validation teams (www.bioprocessonline.com). At
the same time, regulatory scrutiny has intensified on data integrity and computerization. For example, “audit
readiness” is now ranked as the top challenge for Pharma/Medtech companies (www.bioprocessonline.com),
surpassing mere “compliance burden.” This shifting landscape — along with new guidances like FDA's final
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Computer Software Assurance guidance (the February 2026 version, which supersedes the September 2025
version and describes a risk-based approach to establishing confidence in automation) (www.fda.gov) —
means that structured, strategic CSV outsourcing is becoming the norm.

This report is written for procurement and QA professionals planning or overseeing CSV services in 2026. It
compiles regulatory background, industry data, and best practices into a single reference. We explain how to
craft a robust RFP (Request for Proposal) for GxP CSV services, propose a scoring template for vendor
selection, present pricing benchmarks, and outline engagement models. Wherever possible, real-world data,
case studies, and citations to authoritative sources back up recommendations. The goal is to equip decision-
makers with everything needed to secure compliant, efficient, and cost-effective CSV support.

Regulatory Framework and Standards

A clear understanding of regulations and guidance is vital before procuring CSV services. Key authorities and
documents include:

» FDA 21 CFR 11 (Electronic Records/Signatures): Establishes criteria under which FDA considers
electronic records equivalent to paper. Operationally, it implies that any software generating GxP
records must be validated and secured (audit trails, unique logins, signature controls). While Part 11
does not explicitly spell out validation steps, its predicates (21 CFR 210/211, 820) do. The regulation
itself, at 21 CFR 11.10(a), lists among the required procedures and controls for closed systems:
“Validation of systems to ensure accuracy, reliability, consistent intended performance, and the ability to
discern invalid or altered records” (eCFR).

e 21 CFR 211.68 (Drug cGMP - Equipment): Specifies control of equipment/software. Section 211.68(a)
permits computerized “equipment or related systems” in manufacturing if “calibrated, inspected...
according to a written program” (eCFR). Section 211.68(b) demands that only authorized personnel may
change master batch records in a computer system, and that computer 1/O be verified for accuracy
(eCFR). In effect, any software used in production/control must be validated and access-controlled.
Failure to comply may invalidate a system'’s use for GMP records.

e 21 CFR Part 820 (Device QMSR, formerly the QSR): The device requirements in 21 CFR Part 820
were amended by the Quality Management System Regulation (QMSR), effective February 2, 2026,
which incorporates 1ISO 13485:2016 by reference, so older 21 CFR 820.70(i) software-validation
wording is legacy text. FDA's Computer Software Assurance guidance (final, issued September 24,
2025 and superseded by a February 2026 version) is a CDRH/CBER guidance for computers and
automated data processing systems used in medical device production or the quality management
system (www.fda.gov). It does not set drug cGMP requirements and is relevant to pharmaceutical CSV
only by analogy.

« EUIGMP Annex 11 & PIC/S: Annex 11 (adopted EU/PIC/S guidance) pertains to computerized systems
in manufacturing. It opens with firm principles: “This annex applies to all forms of computerized systems
used as part of GMP-regulated activities... The application should be validated; IT infrastructure should
be qualified.” (www.canada.ca). Key points include:
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» Risk Management: Validation scope/intensity must reflect system risk (patient safety, data integrity,
product quality).

» Suppliers/Service Providers (Section 4.3): “When third parties...are used to provide, install, configure,
validate...a computerized system... formal agreements must exist... including clear statements of the
responsibilities of the third party.” (www.canada.ca). Also, supplier competence is “a key factor” in
selection, with audits driven by risk. Inspectors must have access to supplier quality/audit
documentation on request (www.canada.ca).

» Validation (Section 4.4): Validation is mandated as part of the entire system lifecycle. Notably, GUI-0050
section 4.4 states: “The validation documentation and reports should cover the relevant steps of the life
cycle. All organizations should be able to justify their standards, protocols, acceptance criteria,
procedures and records based on their risk assessment.” (www.canada.ca). In short, CSV is not a one-
time check but an ongoing life-cycle process.

» Data Integrity: Annex 11 emphasizes audit trails, accuracy checks, and integrity controls. While we focus
on validation, compliance with data-integrity requirements is intrinsically tied to validation (e.g., ensuring
audit-log functionality). FDA has said its data-integrity guidance “has been developed in response to an
increase in findings of data integrity lapses in recent inspections” (FDA).

« ISPE GAMP 5: Although not regulatory, GAMP5 (second edition, 2022) is the industry standard for CSV
methodology. It codifies a risk-based life cycle: categorizing systems by complexity/risk (Categories 1—
5), documenting requirements (URS, FS, DS), and delivering verification testing (IQ/0OQ/PQ). Practically
speaking, any competent CSV supplier will assert strict adherence to GAMP principles. For instance,
many CSV vendors guarantee their personnel have GAMP5 credentials and decades of experience in
validation (peptidestaff.com). The GAMP approach dovetails with FDA's evolving Computer Software
Assurance thinking, which encourages higher assurance for critical software and more streamlined
approaches for lower-risk tools (www.fda.gov).

Regulatory Takeaway for RFPs: When writing the RFP scope and requirements, explicitly reference these
standards. For example, require deliverables and processes that satisfy 21 CFR 11 and Annex 11
requirements. State that vendor personnel must be fluent in GxP regulations (e.g. Annex 11, 21 CFR 11, 21
CFR 211.68) and methodologies (GAMP 5). Any RFP clauses about scope of work should align with Annex
11’s lifecycle model (inventory, risk assessment, validation, change control, retirement) (www.canada.ca). In
practice, this means delineating validation tasks system-by-system, ensuring “audit-ready” documentation at
each step. Vendors should confirm that they will treat the CSV engagement as a continuous process, not just a
one-time project, in accordance with PIC/S guidance (www.canada.ca).

Scope of Work: RFP Template Components

Arobust CSV Services RFP must articulate what work needs to be done and what deliverables are
expected. Table 1 (below) illustrates a typical breakdown of validation project phases and outputs; this can
serve as a template for the RFP’s “Scope of Work” section. Key elements include:
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« Assessment & Planning: Begin with system inventory and classification. List all computerized
systems in GxP scope (e.g. LIMS, MES, laboratory instruments, ERP, control systems). Classify each by
GAMP category (1-5) to prioritize high-impact systems (peptidestaff.com). Perform a gap/risk analysis
against current regulations (21 CFR, Annex 11) to identify required updates. Deliverables at this stage
typically include a Computerized System Validation Master Plan (CSVMP) or Validation Strategy,
detailed Risk Assessment, and a Project Plan/Schedule. (For instance, many vendors offer a 2—3
week “CSV Assessment & Roadmap” service for ~$15K—$25K (the publisher’s own list price) that
produces these planning artifacts.)

* Requirements Definition: For each system, document User Requirements Specifications (URS) and
(if needed) Functional Specifications. The RFP should specify that vendors verify URS stability and
completeness (potentially auditing the end-user community for missing requirements). All requirements
must be traceable to validation tests. A thorough Risk Management (risk assessment or FMEA) at this
stage will guide the level of testing needed.

« Protocol Development: The core deliverables are the actual validation testing documents. Typically
this includes Installation Qualification (1Q), Operational Qualification (OQ), and (where applicable)
Performance Qualification (PQ) protocols, along with any Factory/Site Acceptance (FAT/SAT) protocols
if hardware is involved. The RFP should require that vendors draft these protocols and a final Validation
Plan that covers the approach for all phases. Good practice (and GAMP5) demands that these
protocols be written before execution, with test scripts mapped to URS. Indeed, outsourcing firms
emphasize that major deliverables include “validation plans... IQ/OQ/PQ protocols and reports,
traceability matrices, and summary validation reports” (peptidestaff.com).

» Test Execution and Documentation: Once protocols are approved, the vendor (or client under vendor
oversight) will execute the tests. The RFP should clarify whether vendor personnel or client SMEs will
do the actual testing, or if it's a joint effort. All deviations, test logs, and results must be recorded. Upon
completion, the vendor must produce signed IQ/OQ/PQ reports, compile a Traceability Matrix linking
requirements to tests, and a Validation Summary Report certifying the system as fit for use. This
report often serves as the final deliverable to auditors.

« Post-Validation Activities: The scope doesn’t end at sign-off. Annex 11 and GAMP emphasize ongoing
controls. The RFP should include deliverables like updated SOPs, training records, and a plan for
change control (so future changes to the system go through a similar validation sub-process). It can
also require the vendor to support any regulatory inspections related to the project. For example,
according to Annex 11, any supplier (vendor) quality/audit information should be available to inspectors
(www.canada.ca) — so the agreement should make clear the vendor will hand over any needed
documents.

The following table exemplifies how these phases and deliverables might be laid out in an RFP. Items shown
are illustrative; the actual scope should be tailored to your organization’s systems and compliance needs.
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Phase | Activity Key Deliverables | Tasks
Initiation & Assessment - Inventory all GxP systems; classify by GAMP category (1-5) (peptidestaff.com); perform gap/risk
assessment.

- Develop CSV Master Plan / Validation Strategy.
- Identify stakeholders, roles, and project timeline.

Requirements & Planning - Create/verify User Requirements Specification (URS) for each system.
- Conduct risk analysis (e.g. FMEA); categorize risk.
- Draft Validation Plan (including test strategy, resource plan, schedule).

Protocol Development - Author Installation Qualification (1Q) and Operational Qualification (OQ) protocols (traceable to
URS).
- If needed, author Performance Qualification (PQ) or other test protocols.
- Review and finalize all test protocols.

Validation Execution - Execute 1Q/OQ/PQ tests (client or vendor per contract), logging results.
- Track and resolve any deviations or anomalies.
- Update protocols and matrices as needed.
- Maintain traceability throughout.

Reporting & Closing - Compile Traceability Matrix linking URS to test cases.
- Produce Validation Summary Report certifying compliance.
- Finalize and hand over all documentation (test logs, reports, deviation logs).

Post-Validation / - Update SOPs or training as needed (system usage, change control).
Maintenance - Provide plan for change management (e.g. re-validation triggers).
- Support audit readiness (e.g. supply data for inspections or follow-up). (Annex 11)

Table 1. Example CSV Scope-of-Work Phases and Deliverables. (Derived from common GxP CSV practice
(peptidestaff.com) (www.canada.ca).)

This table demonstrates the comprehensive nature of a CSV project. Note that many deliverables (URS,
IQ/0OQ docs, summary report, etc.) are expected. As one industry source outlines, a full outsourcing
engagement typically generates “URS, functional and design specifications, 1Q/OQ/PQ protocols and reports,
traceability matrices, and summary validation reports” (peptidestaff.com). The RFP should require that all
these items be inspection-ready.

Practically, the Scope section of your RFP should enumerate these phases and deliverables, perhaps with
estimates of system counts or volumes. For example:

“Vendor shall validate 5 computer systems (LIMS, MES, ERP, and two lab instruments). For each, the
vendor will perform an initial validation gap analysis, develop URS and risk assessments, author and
execute 1Q/OQ protocols, and provide final summary reports. All documentation must comply with
GAMPS5 and FDA/EU guidelines.”

Providing such granular detail avoids ambiguity and aligns expectations. It also allows vendors to price each
element and resource realistically (see our Pricing section next).
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Pricing Benchmarks

Estimating costs for CSV services is complex, as fees depend on system complexity, scope, labor rates, and
engagement model. However, industry data and vendor offerings offer ballpark ranges as guidance:

o Per-System Validation Projects: One vendor blog’s published estimate is a wide range of $25,000-
$150,000 per system; this is a vendor estimate, not independent market data. The variation reflects
system criticality and size. That blog states that “a typical CSV project for a single GMP system costs
$25,000 to $150,000 depending on system complexity and GAMP category” (peptidestaff.com).
Similarly, a vendor offering complete validation execution quotes roughly $40K-$120K per system (6—
12 weeks of work; the provider’s own list price). In practice, simpler systems (Category 3-4) may land
near the low end of that range, while large enterprise systems (ERP, LIMS, MES) or multi-site
harmonization can command six figures.

« Assessment & Roadmap Services: Many firms split consulting services into assessment phases. For
example, a “CSV Assessment and Roadmap” package (system inventory, classification, gap analysis,
risk-based plan) is typically priced around $15K-$25K (the provider’s own list price). This delivers
strategic insight and helps scope further work.

» Program Development | Support: Extended engagements to establish an entire validation program
(policies, templates, training) can run $75K-$150K or more (the provider’s own list price). Such figures
typically include building internal capability in addition to validating initial systems.

« Personnel Rates: Consultants’ day or hour rates form another basis for quotes. Our survey of open
sources finds UK rates ~£570—£1,010 per day (www.applytosupply.digitalmarketplace.service.gov.uk)
(about $750-$1,250 USD). Professional recruiting ads similarly list ~£600/day (about $750) for highly
experienced CSV consultants (ckgroup.co.uk). In the US, published “ad-hoc” rate cards give ~$160-
$192 per hour for validation specialists (validatedcloud.com) ($1,280-$1,536 per 8-hr day). (Note:
these are charge-out rates, not all-included project prices.)

» Billing Model Variations: Vendors may offer hourly/daily rates (T&M) or fixed-fee per
deliverable/project. Fixed-fee bundles (e.g. “validate this system for $50k”) are common when scope is
clear. Be wary of open-ended hourly arrangements without “not-to-exceed” limits, as they can inflate
total budget. RFPs should require detailed pricing, specifying which tasks/work-hours are included.
Some providers sell subscription or managed-service agreements for ongoing validation support; those
typically cover a family of systems under contract, with flat monthly fees.

The following table summarizes illustrative benchmark figures from various sources:

Service | Item Typical Price Range (USD) Source | Notes

CSV Assessment & $15,000 — $25,000 IntuitionLabs list price (publisher’s own pricing; not independent
Roadmap evidence)

Single System Validation $40,000 — $120,000 IntuitionLabs list price (publisher’s own pricing; not independent
(IQ/OQIPQ) evidence) / PeptideStaff (peptidestaff.com)
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Service | Item Typical Price Range (USD) Source |/ Notes

CSV Program $75,000 — $150,000 IntuitionLabs package quote (provider’s own price list)
Development

Consultant Day Rate (UK) £570 — £1,010 (~$750-$1,250) = UK Gov digital marketplace
(www.applytosupply.digitalmarketplace.service.gov.uk)

Consultant Rate (US) $160 — $192 per hr (~$1,280— Validated Cloud rate card (validatedcloud.com)
$1,536 per 8-hr day)

Validation Project (per $25,000 — $150,000 Vendor-published estimate (peptidestaff.com)
system)

Table 2. Sample Pricing Benchmarks for CSV Services (vendor-published prices and rate cards; figures are
undated).

These numbers should be used as general guidance, not strict quotes. Actual bids may vary. During vendor
evaluation, it is wise to normalize differing bids (e.g. by hours) and to seek clarification on what is included. For
example, if one vendor’s $60k bid includes only 1Q/OQ, while another includes full PQ and validation plan, the
comparison isn't apples-to-apples. Provide the same list of systems and tasks to all bidders to ensure
consistency.

In summary, the vendor list prices cited here cluster in the mid-five-figure to low-six-figure range per system,
depending on complexity; they are unverified vendor figures, so test them against competing quotes rather
than treating them as a market benchmark (peptidestaff.com). Smaller upgrades or revalidations will cost less,
whereas global multi-site validations or highly customized integrations drive costs to the upper bound.
Including explicit pricing tables or rate cards in the RFP (with assumptions/limits) helps control costs.

Vendor Evaluation Scorecard

Selecting the right CSV partner is critical. A formal vendor scorecard forces objective comparisons across
multiple criteria, reducing bias toward the lowest bid. Table 3 (below) proposes a sample scorecard matrix. The
columns can be weighted (summing to 100 points) to reflect your priorities. Typical criteria include:

« Regulatory Compliance Expertise (20%): Deep understanding of 21 CFR Part 11, EU Annex 11,
PIC/S, and GAMP5 methods. Look for evidence (e.g. training certificates, publications, or testimonials)
that the team is fluent in these regulations. Vendors should explicitly state how they will ensure
compliance (e.g. through structured reviews, quality audits, etc.) (peptidestaff.com).

« Technical Competence (20%): Familiarity with the specific types of systems you have (e.g. LIMS,
MES, ERP, lab equipment) and with relevant software tools (e.g. validation management platforms,
electronic test systems). A good vendor will assign consultants who have “validated the same types of
systems at multiple pharmaceutical companies” (peptidestaff.com). Experience with modern
environments (cloud platforms, virtual servers) is increasingly important.

» Methodology & Quality (15%): Use of a robust, documented validation methodology (e.g. risk-based
approach). Check whether the vendor uses tools or templates that ensure consistency (e.g. electronic
traceability matrices, pre-built test script libraries). They should demonstrate a rigorous QA or peer-
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review step for validation documents. Quality of sample deliverables (if provided) can be a factor.
Project Management & Communication (15%): Clear project plan, realistic timelines, and strong
communication processes. The vendor should propose a schedule with milestones and deliverable
reviews. They should allocate a project manager or coordinator. Responsiveness and clarity in the RFP
response (presentation, readability) can be proxy for future collaboration quality.

Industry Experience & References (15%): History of similar projects (validated systems in
pharmaceutical/biotech context). Prefer vendors with case studies or reference clients in pharma.
Relevant past work (e.g. regulatory inspections passed, systems delivered) scores highly. A
multidisciplinary team with at least one seasoned CSV lead is desirable.

Pricing/Value (10%): Cost competitiveness and clarity of pricing structure. Transparent breakdowns (by
deliverable or hourly rates) allow apples-to-apples comparison. The most expensive bidder may offer
extra value (e.g. extra training or follow-up support); the lowest bidder may cut corners. Evaluate cost in
conjunction with quality criteria.

Cultural Fit & Flexibility (5%): While harder to quantify, assess the vendor’s willingness to be flexible
(e.g. adjust scope, support changes), and synergy with your corporate culture. Consider also
geographical/time-zone compatibility and language. Vendors often excel in responsiveness during
selection phase.

Criteria Weight (%) Evaluation Notes /| Evidence

Regulatory Expertise 20% Knowledge of 21 CFR 11, Annex 11, GAMPS5; records of compliance training.
Technical Experience 20% Prior projects on similar systems; technical skillset; tools/software used.
Methodology & Quality 15% Use of risk-based approach; quality of sample validation deliverables.
Project Management 15% Clear timeline, communication plan, reporting; dedicated PM assigned.
Industry References 15% References or case studies in pharma/biotech; track record with regulators.
Pricing/Cost 10% Competitive rates; clear pricing model (fixed vs hourly); no hidden fees.
Culture & Flexibility 5% Responsiveness, willingness to train/share knowledge, travel capacity.

Total 100%

Table 3. Sample Vendor Evaluation Scorecard (example weighting, adapt to organization). Criteria should be

adjusted to your priorities.

To use this scorecard, assign each vendor a score (e.g. 1-5) for every item, multiply by the weight, and sum.
Such structured scoring is especially useful when multiple evaluators (e.g. QA, IT, procurement) are involved,

ensuring all are aligned on what matters.

As an

example of scoring evidence, a vendor might demonstrate regulatory expertise by citing their GAMP5-

certified staff (peptidestaff.com) and by providing a sample SOP or validation plan outline. For Industry
References, they could include a case study (like those in Section Case Studies below) relevant to your
situation. Don't forget “soft” items: e.qg. if one proposal promises to provide formal training to your staff as part

of the

Pharma & bi

engagement, that could tip the decision.
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Note on Due Diligence: Regardless of scorecard, always perform background checks on finalist vendors.
Annex 11 expects companies to vet their suppliers: “The competence and reliability of a supplier are key
factors... The need for an audit should be based on a risk assessment.” (www.canada.ca). For critical or novel
systems, consider auditing the vendor or requesting key personnel resumes. Include in the RFP a clause
reserving the right to audit or verify certifications (e.g. an 1ISO 9001:2015 certificate or internal QMS
documents).

Pricing Engagement Models

How you engage and contract with the selected vendor affects cost, flexibility, and project success. Common
models include:

» Fixed-Price Projects: Define a full scope (e.g. “Validate System X per Table 1”) and agree on a lump-
sum fee. Pros: Certainty on cost; vendor motivation to stay efficient. Cons: Requires very clear, well-
defined scope; less flexible if scope changes. Ensure the contract includes what happens if new
requirements emerge (usually a change order process).

- Time-and-Materials (T&M): The vendor bills by hours or days worked (with agreed rates, see Table 2).
Pros: Flexibility to accommodate scope creep or discovery of additional needs. Cons: Cost can escalate
if not closely managed. If using T&M, the RFP/state should include a “not-to-exceed” cap or require
detailed time tracking and approvals.

» Retainer /| Managed Service: The vendor is contracted to provide ongoing validation support (for a pool
of systems or continuous improvements) at a fixed monthly/annual fee. Pros: Predictable budgeting, can
be scaled easily. Cons: May not fit fixed one-off projects; possible underutilization risk. This model is
often paired with an agreed minimum of hours per month and breaks out out-of-scope tasks at T&M
rates.

« Staff Augmentation or Co-Sourcing: The vendor provides personnel who work under your project
leadership (either onsite or remotely). Essentially this is T&M but framed as “our experts join your team”.
Pros: Great for flexibility; can integrate vendor expertise with internal staff. Cons: Blurred
responsibilities; you must manage more directly. If chosen, clarify in the RFP whether these resources
bring their own validation tools/templates or must adapt to your environment.

« Outcome-Based Contracts: Rare in CSV but possible — e.g. “Payment on FDA approval’. Generally
not advisable for CSV given the unpredictability of inspections.

In the engagement agreement, explicitly define roles and responsibilities. Annex 11, as adopted in Health
Canada’s GUI-0050, requires that where third parties are used, “formal agreements must exist between the
Drug Establishment Licence holder and any third parties, and these agreements should include clear
statements of the responsibilities of the third party.” (www.canada.ca). For example, the contract should
specify who:

» Writes each type of document (URS, protocols, reports). Often vendors draft and client reviews.
» Executes tests (vendor personnel or client), including who records and signs results.
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» Manages deviations (who logs issues, who approves resolutions).
« Maintains traceability (common electronic tool or separate spreadsheets?).
» Provides training to client staff (if needed).

It's also prudent to lock in performance metrics or deliverable timelines. For instance, specify that the
Validation Summary Report must be delivered within “X weeks” after testing, or that test protocols will be
provided “Y weeks” after URS approval. Include clauses for delays (e.qg. liquidated damages or credits if
inspection deadlines are missed).

Finally, consider knowledge transfer. If the goal is to build internal capability, the engagement might include a
secondment of validation leads to your team, or deliver “train-the-trainer” sessions. If engaging full-time
external teams, ask how they will document processes so you are not dependent on the vendor forever.

Case Studies and Examples

Real-world examples illustrate how vendors approach CSV projects. Two vendor-published case studies are
summarized here to show scope, approach, and outcomes; the results are vendor-reported and have not been
independently verified.

Case Study 1: Global ERP Validation (Specialty Pharma) — A global specialty pharma company undertook a
corporate-wide technology automation initiative to replace legacy systems with cloud-based platforms. They
engaged a validation consultancy (OnShore Technology Group) to lead an end-to-end validation program. The
vendor delivered a fully-qualified validation team, integrated with the client’s internal IT and quality resources.
Key actions included a kick-off “Validation Workshop” to assess readiness, deployment of a master validation
database, and electronic signature routing for documents. Over 2,000 user requirements and 5,700+ test
cases were managed in the validation software. All IQ/OQ/PQ documentation (and even UAT scripts) were
centralized, using digital templates. Notably, the team validated over 60 customizations and third-party
integrations (serialization, EDI, etc.).

Results: The project delivered a turnkey validated ERP across multiple continents. Post-engagement metrics
were impressive: document cycle times improved by 90% (through electronic signatures), 85% more
efficient test script development, and 5,700+ reusable validation test scripts created (onshoretech.com). All
documents were inspection-ready, and user traceability matrices were auto-generated. This case exemplifies
how an experienced vendor can manage a massive technical CSV effort while accelerating throughput.

Case Study 2: SAP Harmonization (Fortune 200 Life Sciences Organization) — A Fortune 200 life sciences
organization needed to consolidate six regional SAP instances into a single harmonized, GxP-compliant global
system. A digital services firm (Kymanox) partnered with the client to craft a comprehensive SAP CSV strategy.
The effort involved migrating legacy custom SAP functionality while enforcing EU Annex 11/GMP standards.
An innovative risk assessment tool was developed to identify legacy custom objects, streamlining the content
migration. The vendor worked alongside various internal teams and IT vendors (for connectivity and data
migration) to ensure seamless coordination.
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Results: Kymanox reports that the six SAP instances were consolidated into a validated GAMP 5 system within
the project's timeline and budget constraints without interrupting enterprise operations, and that it delivered
final validation reports and validated the legacy SAP portions on schedule (www.kymanox.com). These
outcomes are vendor-reported and have not been independently verified.

These cases, along with similar ones in public and private domains, yield some general lessons:

« Leverage Tools: The OnShore case (onshoretech.com) shows the value of a centralized validation tool
(e.g. ValidationMaster) to manage test documentation across teams, greatly boosting efficiency and
traceability.

« Reuse & Templates: Reusable test libraries (5,700+ scripts) and electronic processes reduce future
validation efforts. Ask vendors if they have such libraries for common systems (e.g. SAP, Veeva, etc.).

« Global Coordination: Multi-site projects demand cultural and timezone coordination; engaging vendors
with global presence or experience with international rollouts can minimize friction.

Finally, when discussing these examples in an RFP or presentation, focus on outcomes. Quotes like “results
included a 90% improvement in documentation cycle time” or “validated 60+ custom integrations”
(onshoretech.com) help quantify vendor capabilities. Try to ask bidders for case studies of similar scope, and
request contactable references if possible.

Implications and Future Trends

CSV in pharma is evolving rapidly. Vendors and clients should consider the following industry trends and their
implications:

- Digital Validation & Continuous Monitoring: A 2025 industry report highlights that “digital validation
surges”: 58% of organizations now use an electronic validation management system (up from 30% in
2024) (www.bioprocessonline.com). In this “Pharma 4.0” era, validation is moving from static documents
to integrated data flows. Companies increasingly seek “audit readiness wherever data integrity” as a
benefit of digitization. This trend suggests RFPs should expect vendors to use digital tools (some may
insist on using their proprietary validation software). Future RFPs may even require data exportability so
clients can retain records independent of vendor tools.

» Risk-Based, Agile Approaches: Regulatory guidance continues to push toward risk-based and
science-driven validation. FDA's Computer Software Assurance (CSA) guidance for medical-device
production and quality management system software (final September 24, 2025; superseded by a
February 2026 version) describes a risk-based approach to establish confidence in automation
(www.fda.gov). It is a device (21 CFR Part 820) guidance, so it informs drug-GMP CSV only by analogy.
We infer that vendors will increasingly apply principles of CSA and GAMP5: more focus on requirement
impact analysis, FMEA, and adaptive test strategies. Clients should look for proposers citing CSA or
Validation 4.0 principles (e.g. using real-time monitoring, sampling-based verification, Al to prioritize test
cases).
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« Al and Automation: While currently under-used (only ~16% of surveyed firms are using Al in validation,
with 46% having no plan (www.bioprocessonline.com)), Al/ML is likely to gain prominence. Potential
uses include test script generation, natural-language URS analysis, or predictive risk scoring. A
forward-looking vendor might already have pilot tools or partnerships in these areas. When evaluating
proposals, consider whether the vendor offers “smart validation” capabilities (even if nascent) and how
they plan to incorporate automation.

« Data Integrity Focus: Regulators’ heightened concern for data integrity (FDA, MHRA, PIC/S) means
CSV projects must explicitly address security, audit trails, access controls, and backups. RFP requests
should insist on including verification of these features. FDA's data integrity guidance states that it was
developed in response to an increase in findings of data integrity lapses in recent inspections
(www.fda.gov), which makes data integrity a central validation theme.

« Market Growth and Share: Market analyses predict robust growth in CSV services demand. The global
CSV services market is expected to expand from about $4.5 billion in 2026 to $7.4 billion by 2032
(CAGR ~8.6%) (www.360iresearch.com). This reflects both increased regulatory scrutiny and digital
investments. In practice, this means more vendors are entering the space (from small boutiques to large
IT consultancies), leading to competitive pricing but also the need for differentiation on quality.

« Integration with Quality Systems: CSV is not isolated. Leading companies integrate validation
management with overall quality management (eQMS) and electronic Document Management Systems
(eDMS). Future RFPs may require that validation docs link directly into existing QMS, or that
deliverables come in formats compatible with client systems. Requests might also include compliance
with emerging standards like ISO 13485 (for medical device software) or ISO IEC 62304 (software
lifecycle), particularly if applicable to the client’'s products.

« Regulatory Harmonization: The global nature of pharma means that CSV requirements are slowly
harmonizing. For instance, Health Canada’s GUI-0050 (published in 2021) adopts the PIC/S Annex 11
text (PE 009-15) (www.canada.ca)). Likewise, agencies are moving closer to each other on expectations
for cloud computing and CSV. Vendors working internationally will mention familiarity with multi-region
auditing nuances.

« Emerging “Validation 4.0” Concepts: Thought leaders advocate shifting from validation as a
retrospective report to data-driven continuous assurance. The ISPE “Validation 4.0” initiative urges life-
cycle validation with real-time monitoring, leveraging big data to assure quality (ispe.org). While still
conceptual, in practice this could manifest as 24/7 dashboarding of key quality metrics and automated
alarm of validation drift. In the near term, buyers can request (without expecting full solutions) that
vendors explain how they plan for long-term monitoring or incremental re-validation (e.g. how the
supplier will assist after initial go-live to implement periodic reviews as per Annex 11 (www.canada.ca)).

Implications for RFP Strategy: The above trends imply that RFPs and contracts should be forward-looking.
For instance, consider specifying:

» Use of validation management software or test automation tools, and that deliverables be compatible
with them.
» Milestones for “continuous validation” checkpoints (yearly refresh, change control reviews).
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» Openness to newer validation approaches (e.g. partial revalidation strategies).
« Requirements to maintain detailed audit logs in machine-readable formats.
» Potential for separate Al-assisted validation services in future scopes.

In summary, the CSV service portfolio is becoming broad: from traditional project validation to an ecosystem of
tools and managed services. Organizations issuing RFPs in 2026 should anticipate richly-featured proposals
that combine domain expertise with digital innovation, and position their own teams to actively engage in this
new paradigm.

Conclusion

Computerized System Validation remains a mission-critical yet challenging aspect of pharmaceutical
operations. By mid-2020s, the convergence of stringent regulations, digital transformation, and workforce
constraints means CSV projects must be executed expertly and efficiently. This report has provided a
structured framework for amending or creating CSV Services RFPs: a reference outline of required phases
and deliverables (Table 1), data-driven pricing guidance (Table 2), a template vendor evaluation scorecard
(Table 3), and contracting strategies aligned with regulatory mandates (www.canada.ca). Real-world case
studies underscore how specialized providers can deliver complex validations effectively, yielding significant
efficiency gains (onshoretech.com) (www.kymanox.com).

Going forward, companies should stay abreast of evolving standards and technologies. FDA's final Computer
Software Assurance guidance (which applies to medical device production and quality system software)
describes a risk-based approach to establishing confidence in automation (www.fda.gov), and industry
“Validation 4.0” initiatives suggest CSV may evolve toward continuous, data-centric models (ispe.org).
Therefore, engage vendors who not only “do it right"—ensuring 21 CFR and Annex 11 compliance today—but
who can also advise on future evolution (e.g. CSA, digital QMS integration, Al tools). Likewise, RFPs should
remain living documents: revisit them periodically to incorporate lessons learned (from audits, inspections, or
project retrospectives) and new best practices (such as those emerging from industry consortia).

In the end, thorough planning and selection upfront pays dividends in compliance and reliability. A well-scoped
project transparently costed and awarded to a qualified vendor will minimize regulatory risk and reduce the risk
of the data integrity lapses that inspections increasingly find (www.fda.gov). By combining clear requirements,
objective evaluation, and strategic outsourcing, pharmaceutical organizations can ensure their computerized
systems remain validated, audit-ready, and aligned with both current and future GxP demands.

References: Sources are cited inline; vendor price figures are vendor-published estimates rather than
independent data. Key references include FDA and international guidelines (21 CFR Part 11, Annex 11, FDA's
February 2026 CSA guidance) as well as recent industry reports and vendor case studies (cited inline),
providing authoritative foundation for the recommendations. Specific citations are provided throughout (e.g.
(peptidestaff.com) (www.canada.ca) (www.bioprocessonline.com)).

Source links

Links cited in this article, in order of first appearance. Full addresses are provided for readers using extracted text.
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About IntuitionLabs

IntuitionLabs is an Al 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.

Al consulting and adoption

Our Al 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 Al: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted Al options support teams
evaluating how to operate Al 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 Al 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 Al enablement, pharma and biotech software development, data engineering and Bl, 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.ali

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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