



[Company name]


[Your address]
[Your city, state ZIP Code]
[Date of submission]
[District director name]
District director
[Name of district office] District office
U.S Food and Drug Administration
[District address]
[City, state ZIP Code]

Subject: Response to [FDA 483 Observations] issued to [Name of inspected establishment] on [Date of inspection].
----
Dear [District director name],
On [Date], U.S Food and Drug Administration (FDA) Investigators [Name of FDA investigators], concluded their inspection of [Establishment name] (FEI number: [FEI number] - hereafter referred to as [Short establishment name]) located in [Site address, city, state]. At the conclusion of the inspection, we received the Form 483 listing the inspectional observations. 
This letter and the enclosed documentation comprise [Short establishment name]'s response to the Form 483, submitted within 15 business days of issuance as recommended in the FDA Guidance for industry: Responding to FDA Form 483 Observations at the conclusion of a Drug cGMP Inspection.
[Short establishment name] takes these observations seriously. We have:
Conducted a patient- and product-focused risk assessment of all observations and any potentially affected drugs (Inventory and distributed product still within expiry);
Initiated investigations led by a multidisciplinary team to identify root cause(s) and any related systemic issues;
Developed a Corrective and Preventive Action (CAPA) plan, including immediate corrective actions, planned corrective actions, preventive actions, interim measures and effectiveness evaluation;
Considered the observations in the context of our overall manufacturing and quality governance, including quality culture and management oversight.
Where remediation is not yet complete, this response includes interim measures and a timeline for completion. A communication plan for ongoing remediation activities is provided in Section 5; we will submit follow-up reports [e.g., monthly] until all CAPAs are verified as effective.
If you have any questions or require further information, please contact [Name of company contact] at [phone] or [email].
Sincerely,
[Name of executive management signatory]
[Title]
[Company name]
Note: This response should be signed by a person in the establishment's executive management who allocates resources and has the authority to implement commitments. Other key personnel — for example, the site head or the head of the quality unit — may also opt to sign. If the response was prepared by a consultant, U.S. agent or outside counsel, identify the preparer here and include letters of authorization in Attachment B.
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[bookmark: _heading=h.9qx55ctlh0qw]Executive summary

[bookmark: _heading=h.xqqtgph2quu7]Provide a concise overview of all remediation activities. Where appropriate, group related observations by topic or by system (Quality, production, facilities and equipment, packaging and labeling, materials, laboratory control). Note any related trends from past inspections or internal audits, and reference any repeat or similar observations that have informed your response.
[bookmark: _heading=h.ukves69qixk3]Remediation summary table
	FDA 483 observation no. (or other inspection item)
	General category / system
	Summary of issue and CAPA
	CAPA No.
	Target date
	Current progress

	1, 1a, etc. (with brief descriptive name)
	Facility, equipment, quality, etc.
	Brief summary of issue and CAPA
	CAPA number, if applicable
	Target date, including any interim actions taken
	(1) to be initiated; (2) in progress; (3) completed.
Note any factors affecting timing.

	
	
	
	
	
	[bookmark: _heading=h.yzg2tkpo3c2r]


[bookmark: _heading=h.jj08nqkjpqbc]
[bookmark: _heading=h.kid38hjmp1y]
Patient-and product-focused risk assessment

[bookmark: _heading=h.1kf99wiz8ror]Provide a patient- and product-focused risk assessment for the observations. Address each of the following:
· Inventory and distributed drugs still within expiry that may be affected;
· Possible effects on the safety, identity, strength, quality and purity of potentially affected drugs;
· Whether the observation requires a Field Alert Report (21 CFR 314.81(b)(1)) or a Biological Product Deviation Report (21 CFR 600.14, 606.171 or 1271.350(b)), and the date any such report was or will be filed;
· Any actions taken or planned as a result of the risk assessment (e.g., customer notification, recall, additional testing, adding lots to stability programs, design improvements, application or master file amendments, enhanced complaint monitoring, labeling revisions);
· For animal drug manufacturers: a risk assessment of the animals receiving the drug, persons handling the drug, and humans consuming the products of food-producing animals.
[bookmark: _heading=h.2cgyhzphgol0]

[bookmark: _heading=h.8opafvsasc22]Response to FDA 483 observations

Copy each observation from the Form 483 verbatim, including any annotation. Where appropriate, group related observations by topic or system; each observation or group of observations should have its own section and be individually noted and numbered in the table of contents. The structure below should be followed for each observation.
[bookmark: _heading=h.lx3vobm1u06n]FDA observation no. 1 - [Title of observation] 
[bookmark: _heading=h.v352zo5pgshb]Observation (verbatim)
[bookmark: _heading=h.tokmk4ryntwr]Copy observation no. 1 from the Form 483 verbatim, including any annotation.
[bookmark: _heading=h.hh19pna4dasb]Response
Restate the issue clearly to demonstrate understanding. Provide a clear explanation supported by evidence. Reference the relevant attachments.
[bookmark: _heading=h.th0m5kw2jp8o]Investigation scope and methodology
Describe the investigation plan and methodology, including the multidisciplinary team involved. State the scope, with scientific justification for any part of the establishment's operations excluded from the investigation. Note any quality risk management tools used (e.g., cause-and-effect analysis per ICH Q9(R1)).
[bookmark: _heading=h.y4eongl2q23r]Associated drug(s) and lot number(s)
List the affected drug name(s), strength(s), lot number(s) and any other batches, drugs, processes, facilities or contract organizations potentially affected by the deficiency described in the observation. Update this list as the investigation proceeds.
[bookmark: _heading=h.w7729b7ecilo]Root cause(s) and systemic issues
State the identified root cause(s). Describe the methodical approach used to identify them, including how alternative hypotheses were investigated and how bias in evaluation was minimized. Identify any related systemic issues, including why the issue was not previously identified by the quality unit or corrected by management before the FDA inspection. Where root cause analysis is not yet complete, commit to continuing the investigation and provide a target completion date.
[bookmark: _heading=h.48ryi1l85uy2]CAPA plan - observation no. 1
[bookmark: _heading=h.748oog6yg2nr]Immediate corrective actions taken
List and explain immediate corrective actions completed. Provide dates and reference the supporting evidence in the attachments.
 
[bookmark: _heading=h.6g19l9erotmn]Planned corrective actions
Outline planned actions to address the issue systematically, with deliverables and a timeline.
[bookmark: _heading=h.b4za0iqlf24]Preventive actions
List and explain long-term actions to prevent recurrence, with a timeline. CAPA commitments must be realistic, measurable and achievable, and commensurate with the level of risk identified.
[bookmark: _heading=h.4iwpw9ly4yuo]Interim measures
Describe any interim measures in place until the CAPA is fully implemented, particularly where they mitigate risks to patient safety or product quality.
[bookmark: _heading=h.ptxtc6w9v7ml]Effectiveness evaluation
Describe the planned effectiveness evaluation. Effectiveness checks must consist of more than routine sampling and testing. Include results if available. Describe how the establishment will use a monitoring system to track overall CAPA effectiveness, and the conditions under which the investigation and CAPA plan would be revisited (e.g., if effectiveness measures show the issue is not adequately addressed). 
[bookmark: _heading=h.zfhp68mxz1mc]Attachments referenced
List by attachment number/letter (e.g., Attachment 1 — Updated SOP-001; Attachment 2 — Training records).
[bookmark: _heading=h.upzgvlkno07q]FDA observation no. X - [Title of observation] 
Repeat the structure used for observation no. 1: Observation (verbatim) → Response → Investigation scope and methodology → Associated drug(s) and lot number(s) → Root cause(s) and systemic issues → CAPA plan → Effectiveness evaluation → Attachments referenced.
[bookmark: _heading=h.f9mmim1c79ty]Observation (verbatim)
[bookmark: _heading=h.5x636zcg6aqb]Response
[bookmark: _heading=h.ed1mb3qdbl82]Investigation scope and methodology
[bookmark: _heading=h.20e1jrjb42qh]Associated drug(s) and lot number(s)
[bookmark: _heading=h.50p970lmkvfj]Root cause(s) and systemic issues
[bookmark: _heading=h.yks5nb932y9d]CAPA plan - Observation no. X - [Title of observation] 
Repeat for each remaining observation or grouped observation set.

[bookmark: _heading=h.n04kqv46d1oy]Immediate corrective actions taken
[bookmark: _heading=h.59oy4vq6ivj6]Planned corrective actions
[bookmark: _heading=h.714ja1cn4k8e]Preventive actions
[bookmark: _heading=h.no4vdn8qyyyj]Interim measures
[bookmark: _heading=h.vc7u8e9bov8p]Effectiveness evaluation
[bookmark: _heading=h.172eiv6uzvgl]Attachments referenced
[bookmark: _heading=h.xt08n0q3750s]

[bookmark: _heading=h.ch7k1cucy4x]Quality system and quality culture improvements

Describe broader changes to the pharmaceutical quality system and quality culture that go beyond the specific observations. 
Examples include: 
· Enhancements to investigation procedures, 
· CAPA effectiveness monitoring, 
· Management review, 
· Training, 
· Internal audit, 
· Quality risk management, 
· Personnel management and data governance. 
Reference any past inspections or internal audits in which similar trends were identified, and explain how the improvements proposed here address them.
Where applicable, address: 
· How the quality system facilitates systematic evaluation of issues; 
· How executive management provides leadership and resources for the quality system;
· How quality culture improvements support organizational performance; and 
· (For data integrity findings) the engagement of a CGMP consultant where appropriate
[bookmark: _heading=h.ae43ok5cu6wu]

[bookmark: _heading=h.peyrlzgh9w5b]Communication plan and follow-up reporting

Outline the communication plan for ongoing remediation activities, including: 
· Milestone deliverables for each open CAPA;
· Schedule of written follow-up reports to the FDA (e.g., monthly);
· Information to be included in each follow-up report (e.g., status, preliminary effectiveness data, revised timelines);
· Anticipated date for full completion of all CAPAs and effectiveness evaluation.
[bookmark: _heading=h.164wod199doa]

[bookmark: _heading=h.1pc5lgc7ixsl]Closing statement

[Short establishment name] reaffirms its commitment to current good manufacturing practice, product quality and patient safety. 
We thank the agency for its feedback and welcome the opportunity to provide any additional information that may assist in the review of this response.
Note: If there are scientific or technical disagreements with any observation that were not resolved during the inspection, raise them here (or in a dedicated section) with the contested facts, scientific data and references to applicable statutes, regulations or guidance, in line with FDA's recommendations on resolving scientific or technical disagreements.
[bookmark: _heading=h.b9979o6n2f34]

[bookmark: _heading=h.7owpi7l92io]Attachments

Include a Table of Contents for the attachments. Label each evidence clearly with a number or letter and reference them in the main body. All attachments should be signed by the author indicating support for the contents. All documents provided by a consultant should be signed by the consultant.
Recommended attachments:
· Attachment A — Copy of the FDA Form 483
· Attachment B — Letters of authorization (if a consultant or outside counsel was retained) and identity of the response preparer
· Attachment C — Global investigation plan(s) and report(s)
· Attachment D — Updated Standard Operating Procedures (SOPs)
· Attachment E — Training records
· Attachment F — CAPA plans and progress reports
· Attachment G — Revised forms or templates
· Attachment H — Internal audit reports (where relevant)
· Attachment I — Test results, data, photographs of physical changes or improvements
 All correspondence should be submitted in English. Documents in a foreign language must be submitted with a verified English translation, accompanied by a copy of the original document and the name, address and a brief statement of the qualifications of the translator. 
Files larger than 100 megabytes may be submitted as smaller files in separate emails or via an alternative electronic gateway agreed with the FDA contact listed on the Form 483.
[bookmark: _heading=h.nauhidaspi7n]

[bookmark: _heading=h.npweygoe5ar]The Scilife’s FDA Action bundle

	FDA Action Kit

	If your team wants a structured way to act on this score, the FDA Action Kit pairs with the priorities above:
FDA Form 483 guidance. The guide “Beyond the FDA inspection: What the New FDA Form 483 Guidance Means for Your Quality” System shows why most 483 responses fall short, what systemic failures look like from an inspector's perspective, and how to build a response that satisfies the FDA's expectations.
FDA readiness Scorecard. Scores your Quality Management System readiness.
FDA 483 observations response template. It gives you the structure the new FDA draft guidance now expects.
FDA Form 483 response: The submitter’s checklist.  It is a chronological checklist to draft and submit the 483 response.
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