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1. Regulatory Basis, Reference Documents

· 
According to the PIC convention equipments should have a logbook.

· 
21 CFR 211.182

· 
EU GMP Guide Chapter 4, Article 4.28

2. Purpose

The purpose of a logbook is to document in a chronological order equipment related events such as validation and qualification work, calibrations, equipment cleaning, preventive maintenance and repairs and unexpected events / deviations for manufacturing equipment, apparatus, quality control and IPC analytical equipment and utilities.

This SOP rules the responsibilities and describes the procedure for the creation and management of logbooks and details on how entries should be registered.

3. Scope

3.1
Archiving

The logbooks must be retained in a controlled manner either as original documents or as authenticable records such as photocopies, microfilm or other accurate reproductions of the original. Archived logbooks must be stored in a secure manner (e.g. fire and waterproof) so that the access is restricted and that no information is lost during the retention period. The logbooks must be maintained at a minimum throughout the entire lifecycle of the products manufactured or analyzed with the equipment.

4. Responsibilities and Accountabilities

The equipment owner is responsible to ensure that equipments do have a logbook. One logbook could cover single equipment or equipment groups or systems. Operators are responsible to document all equipment related occurrences as defined in this SOP. Supervisors are responsible to review equipment logbooks periodically.

5. Procedure

5.1
Logbook front cover content

5.1.1
Equipment / Apparatus

This is the name of the equipment / apparatus. This could be single equipment or equipment chains e.g. a filling line including washing machine, depyrogenation tunnel and filling.

5.1.2
Identity Number

The identity number (ID) is the assigned individual number to the equipment.

5.1.3
Opening / Start and Finished / End date

Start date is the day when the individual logbook is assigned to the equipment. End date is the day when the logbook is completed and is substituted by a new logbook or after equipment/operation shutdown.

5.1.4
Logbook Number

Starting by number 1 each new logbook assigned to this equipment should be numbered up.

5.2
Logbook content

5.2.1
Date

In the fist column the logbook user enters the date (day/months/year) when an occurrence happens or is recognized or a calibration, maintenance, qualification work is conducted.

5.2.2
Event / Occurrence

In the second column the logbook user enters briefly the essential characteristics of the event or procedure. Further information’s (e.g. Batch No.) that are necessary to get full traceability of the actual occurrence and to evaluate at a later stage any product related adverse effects must be entered. In case of a deviation, the assigned deviation No. should be entered in this column. The applicable SOPs should be mentioned.

5.2.3
Visa / Name

In the third column the logbook user enters his name or visa.

5.2.4
Planned Execution

In the fourth column the logbook user enters the department, services or contract company, which should be in charge of maintenance or equipment repair (this must be agreed with the supervisor). If the column is not necessary it must be crossed out.

5.2.5
Conducted Execution

In the fifths column the department, services or contract company, which was in charge of the maintenance, or repair work enters a brief description of the conducted work. If the column is not necessary it must be crossed out. Applicable SOPs should be mentioned.

5.2.6
Execution start/end date

In the sixths column the department, services or contract company, which conducted the maintenance, or repair work enters the date when the work was started and when the work was finished.

5.2.7
Visa / Name

In the sevenths column the department, services or contract company personnel, who documented the maintenance or repair work in the sixths column enters name or visa.

5.2.8
Logbook review

Review of the logbook must be done at least monthly or when one page of the logbook is completed, whatever occurs first. On every page the area supervisor must document the logbook review with name, date, and signature.

5.3
Logbook entries

All logbooks are GMP documents and all entries must be done with blue or black ballpoints (pens). Pencil entries are not allowed.

Wrong entries must be crossed out signed and dated by the person correcting the wrong entry. The wrong original entry must be still readable. The usage of whitener is not allowed.

6. Definitions

PIC:
Pharmaceutical Inspection Convention

CFR:
Code of Federal Regulations

SOP:  Standard Operational Procedure

7. Distribution

Please list in this section departments or persons where this SOP will be distributed.

8. Attachments

Attached to this SOP is one logbook template.

· 
Logbook cover sheet (1 page)

· 
Logbook page(s) 
  (1 page)

Please do not forget to number each printed logbook page!

	Equipment Logbook

	Equipment/ Apparatus:
	
	

	
	Name
	Identity No.

	These equipments are covered with this logbook

	
	
	

	Name of equipment
	Type
	Identity No.

	
	
	

	Name of equipment
	Type
	Identity No.

	
	
	

	Name of equipment
	Type
	Identity No.

	Location of equipment:
	
	

	
	Building
	Room

	Opening / Start date:
	

	Finished / End date:
	

	Logbook No.:
	


	Date

Day/Months/Year
	Procedure/Occurrence
	Name / Visa
	Planned Execution
	Conducted Execution
	Date

Day/Months/Year
	Name / Visa

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Review done by area supervisor: ____________________
_________________        _______________








Name




Date




Visa
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