 Format for standard

operating procedures (SOPs)

This section of the guide presents a basic format for an SOP with instructions on what

information should be provided. It also gives information for the design of data record

forms. Several specific SOPs have been presented in this format, and instructions and

examples have been presented indicating the type of information which should be

included for other types of SOPs.

The formats and sample SOPs can be used, modified, or redesigned by each manufacturer

according to their organizational structure, and by the complexity of their manufacturing

operations.

The information in the format is essentially an SOP describing "How to Write an

SOP".

Format for a standard operating procedure (SOP)


Name of facility ________________________________________________page .......... of ..........

SOP Number ________ Title _________________________________________________

Revision number ________

Written by ______________________________ Edited by __________________________

Authorization signature ________________________ Department _______ Date ___________

Effective date ____________________________________ Replaces ____________________

Purpose:

WHY:

Why is this procedure written.

Why is it being performed.

Scope

WHEN:

Indicate when this procedure needs to be performed.

WHERE:

Indicate where this procedure applies.

Responsibility

WHO:

Who performs the procedure, who is responsible to see it is performed correctly.

Materials and equipment
WHAT: What is needed to perform the test. The list should be complete and specific.
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SOP Number: .......... Rev...........Name of facility ........................................... page .......... of ..........

Short title: ..................................................................................................

Procedure
HOW:

Clear concise, step by step instructions on how to perform the procedure.

This should be written as instructions for the operator to follow, without a lot of theoretical

background. A section on fundamental principles can be included if necessary.

It should include:

a) Preliminary steps that must be done before beginning the actual procedure.

b) Safety considerations: Precautions for work with physical, chemical, or biological hazards

(cotainment facility clothing, masks, hoods, goggles, gloves, cleanup of spills etc.).

c) The chronological instructions. It is useful to number the steps so that repeat steps can be

referred to rather than making the SOP very long.

d) Calculations: Explanations and sample of how to do any required calculations.

Reporting
WHAT NEXT:

a) Indicate where the results should be recorded.

b) Explain what to do if there are problems during the test.

c) Indicate that deviations to the procedure must be approved and recorded.

d) Identify the person to whom the final results should be reported.

Reference documents:
List other SOPs which directly affect or are relevant to this procedure. For example, the SOP for

making a buffer used in the procedure, or the SOP for the operation of a piece of equipment used

in the procedure.

 Forms for recording data

Forms for recording the data generated during the performance of a procedure are

especially important for analytical assays (either in-process tests or quality control

release tests) and are appropriate for many other procedures as well (equipment calibration,

environmental monitoring, cleaning procedures, etc). Such data record forms

(also called datasheets, worksheets, data collection forms) can be appendices to the

SOP, or separately numbered documents, but are recommended as a most appropriate

way to ensure that the required data is taken. (Laboratory notebooks where data are

entered informally on blank pages with no specified data fields are not considered

appropriate for GMP operations).

These data record forms are completed by the technician while performing a procedure

described in an SOP. The forms include brief instructions which correspond to

the SOP. The forms are designed to record all the data required for a specific SOP in

the order that data are to be taken. The forms include blanks for the required raw data,

dates, times, identification of equipment, identification of technicians, and places for

signatures or initials where appropriate. The technicians enter the raw data as they

carry out the procedure and fill in blanks, tick off on checklists, or checking off of

checklists, or circle appropriate answers. The datasheets should be designed to keep

writing to a minimum. Checklists are appropriate for equipment and materials preparation;

blanks are suitable for lot numbers, dates, times, temperatures, identification

numbers, room numbers, fridge or freezer numbers, calibration values, raw data readings,

calculations; circling answers can be used for Y/N or Pass/Fail, or for choosing

among options, etc.

Each form should have the name of the company, the title, the number and revision

number of the form (or of the SOP if it is an appendix), the number of the SOP, page

numbers, and signature and date blanks for the operator (technician) and for the verification

signature (for accuracy, completeness, and compliance). The data to be collected

are specifically described and approved in the SOP. There should be instructions

for the correction of data: mistakes made during data entry must be crossed out

and the correct value entered and initialled. There must be no erasures or use of “white

out”.

Once completed, and verified by a supervisor, the completed form is approved, filed

and/or distributed according to the instructions in the SOP (e.g. data to authorized

person or department for approval). The original should be kept in a secure location,

and a copy should go to the batch processing record file.

Format for a data record form

Data Record Form #....... rev #....... Name of facility.........................................page....... of .......

SOP reference number....................

Title _________________________________

Preparation
Materials checklist (buffers, glassware, supplies, QC approved dates if required)

Equipment checklist (including specific numbers if there is a choice)

Buffer, media, cleaning solution, etc preparation if necessary. Reference to SOP

Step by step Instructions
Presented in the order in which the work is routinely performed.

Brief instructions with blanks for all data to be filled in.

Dates and times for all operations, especially if procedure takes several days, or if there are

specification limits to be met.

Blank for verification signature for critical steps where necessary.

Blanks for calculations as required and in order performed.

Instructions for sending intermediate samples for testing, if appropriate.

Instructions for storage during any waiting periods.

Criteria for repeating test or procedure.

Instructions for reporting any deviations, or problems.

Instructions for correcting mistakes (no erasures, cross-out, add correct information and

initials)

Signatures
Operator (technician) _____________________________ Date ____________

Verification (supervisor)___________________________ Date ____________

Instructions for filing and approval
State where completed data sheet is to be delivered, copied, and filed.

Submit to QC or QA for review and approval of the data.
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Example SOPs

Several SOPs have been prepared in the format proposed for SOPs (some include

forms for recording data) and other examples provide the content requirements for

preparing SOPs for several other procedures.

Samples of SOPs prepared in the proposed format.

SOP # ABC-1 Operation, Maintenance and Calibration of Incubator Model Number

zzz, from Supplier XXX.

SOP # ABC-2 Batch Processing Record Review

SOP # ABC-3 Determination of Lf/mL for Tetanus by the Ramon Titration

Method.
SOP # ABC-4 Reporting of Production Incidents/Deviations and Resulting Actions.

SOP # ABC-5 Responsibilities of Quality Operations (QO) Departments.

SOP # ABC-6 Quality Audits, General

SOP # ABC-7 Method for Sampling Raw Materials and Production Components
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Name of Facility ABC Vaccine Manufacturing Company page 1 of 3

SOP Number ABC-1

Title Operation, Maintenance and Calibration of Incubator Model Number zzz, from Supplier XXX

Revision number 2

Written by ____________________ Edited by _____________________________________

Authorization signature _______________ Department (QA/QC) __________ Date __________

Effective date Aug 21, 1994 Replaces: Revision 1 dated: Jan 2, 1992

1. Purpose

This procedure explains the operation, maintenance and calibration of Supplier XXX, Incubator

Model Number zzz.

2. Scope

This SOP is for the incubator located in the QC microbiology laboratory. It will be used to incubate

samples for growth of microorganisms such as media; environmental control samples; water test

samples; api identification samples; and for other microbiological tests. This incubator must not

be used for any other purposes than those indicated.

3. Responsibility
3.1 The QC microbiologist is responsible for the correct operation, routine maintenance or setting,

and cleaning and disinfecting of the incubator, and recording all operations in the incubator

log. The QC lab manager is responsible for ensuring these procedures are followed.

3.2 The Maintenance department is responsible for making adjustments and repairs to the incubator

and for recording them in the maintenance log.

3.3 QA must be notified of any repairs via an incident/deviation report.

3.4 QA is responsible for performing the yearly calibrations and for assessing the need for revalidation

after repairs.

4. Materials and Equipment
4.1 Incubator, Supplier XXX, model zzz, serial no. 000-000

Description: Temp range: +5 to 70 °C

Temp uniformity: ±0.25 @ 37°C

Chamber volume: 10 ft3

Interior electric outlet

Safety over-temperature protection

Digital microprocessor control system

4.2 Thermometer (certified), model T, Manufacturer Z, range 0-80oC

4.3 Cleaning solutions: AA, BB

4.4 NIST (or other standard) -traceable reference thermometer zz

4.5 Maintenance log
