
E N G A G E M E N T  T I E R S

Three ways to engage — scoped to your situation
No generic packages. Each tier is built around the work, not a template. Travel and expenses billed at cost outside the
Philadelphia metro area.

Supplier & Contractor Audits $2,250–$4,000 / day

1 – 3  D AY  E N G A G E M E N T S

M O S T  R E Q U E S T E D

Facility Audit & PAI Readiness $11,250 / week

1 – 2  W E E K  E N G A G E M E N T S

G M P  A U D I T I N G  &  C O N S U L T I N G  L L C  ·  E S T .  2 0 2 6

2026 Fee Schedule
Transparent pricing. No
surprises.

All fees are below Big Four market rate — with a money-back guarantee the Big Four
will never offer. Roberto personally leads every engagement from day one to final
verification. 

R O B E R T O  L .  R I V E R A  ·  L E A D  A U D I T O R  &  P R I N C I PA L E F F E C T I V E  J A N  2 0 2 6

On-site Lead Auditor — Roberto personally→

Customized audit checklist & agenda→

Real-time observations & debrief→

Written findings report with regulatory mapping→

CAPA plan review & approval→

Return verification audit available→

Full facility GMP compliance assessment→

Gap analysis vs. current FDA Warning Letter trends→

Prioritized remediation roadmap — actionable, not generic→

Executive summary for CEO & Board→

PAI readiness mock inspection included→

90-day remote advisory support post-report→

Zero Warning Letter Guarantee applies→
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Full Remediation + CAPA Implementation

Verification

$13,500 / week

U P  T O  6  M O N T H S  ·  $ 1 3 5 K – $ 1 8 0 K  F I X E D  F E E  AVA I L A B L E

A D D I T I O N A L  S E R V I C E S

Mock FDA Inspection
$250 / hour

1–2 DAY ON-SITE

CAPA Implementation Review
$250 / hour

PER ENGAGEMENT

Crisis Remediation (Active WL/CD)
$18K–$20K
PER WEEK

$5M – $50M
T Y P I C A L  W A R N I N G  L E T T E R  C O S T

A single FDA Warning Letter costs a mid-cap pharmaceutical company $5M to $50M in remediation, lost revenue, production
shutdowns, and legal fees — before reputational damage. A Consent Decree can exceed $100M. Roberto's full remediation
engagement at $180,000 represents less than one day of production revenue at most mid-size facilities — with a money-back
guarantee attached to it. The Big Four charge $250,000 for the same engagement, without the guarantee, using consultants who
may have never personally closed a 483 observation.

Request a Consultation
Roberto responds personally within one business day.

Fees effective January 2026. Quoted in USD. Travel, lodging, and reasonable expenses billed at cost outside the Philadelphia metro area. Engagements typically
scoped and started within two weeks of agreement. The Zero Warning Letter Guarantee applies to Facility Audit & PAI Readiness and Full Remediation
engagements; full terms provided in engagement letter. 

On-site remediation leadership→

Aseptic, data integrity, biologics, pharma operations→

Weekly regulatory progress reports→

Full CAPA implementation & verification→

Pre-inspection mock audit included→

Global: Americas, Europe, Asia-Pacific→

Zero Warning Letter Guarantee applies→

T H E  Z E R O  W A R N I N G  L E T T E R  G U A R A N T E E

Follow the remediation roadmap. Pass the inspection. Or we
work for free.

If you followed and implemented the remediation roadmap and the FDA still issues a Warning Letter on what was in the
remediation map, we refund every dollar of our engagement fee. No carve-outs. No fine print.
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M O B I L E

(484) 868.4348

E M A I L

gmpauditingandconsultingllc@gmail.com

L O C A T I O N

124 Rossmore Drive
Malvern, PA 19355

R E A C H

English & Spanish
Americas · Europe · Asia-Pacific


