
	Statutory Order No. 745 of 27 September 1999

	

	Statutory Order on Accreditation of Laboratories to Perform Testing, etc., and GLP Inspection


	

	

	  In pursuance of Section 10(2, 3, 4, 5, 6 and 7), Section 12, Section 13 and Section 16(4) of the Promotion of Trade and Indus​try Act, cf. Consolidated Act No. 323 of 25 April 1996, most recently amended by Act No. 1085 of 29 December 1997, Section 43, Section 45(1), Section 47, Section 49, Section 51, Section 58 (1), Section 59(1, No. 9) and (4) of the Act on Chemical Substances and Products, cf. Consolidated Act No. 21 of 16 January 1996, most recently amended by Act No. 231 of 21 April 1999, Section 49(3) of Act No. 310 of 6 June 1973 on Foodstuffs, etc., amended by Act No. 407 of 22 May 1996, and following agreement with the Minister for the Environment and the Minister for Food, Agriculture and Fisheries, the follow​ing provisions are laid down:

	

	
Part 1 

	

	
Delimitation and definitions

	

	     1.-(1) This Statutory Order shall apply to private and public laboratories, hereafter laboratories, that apply for accreditation or which have been accredited by Danish Accreditation, DANAK, in Danish Agency for Trade and Industry, hereafter DANAK, to perform accredited testing and/or calibration.

	
(2) The Statutory Order shall moreover apply to laboratories whose activities shall be approved by DANAK as complying with OECD's prin​ciples for good laboratory practice (GLP principles). 

	 (3) The GLP principles are printed in the Annex to the Commission’s Directive 1999/11/EC of 8 March 1999. This Annex has been included as Appendix 1 to this Statutory Order.

	

	
2.-(1) Testing and calibration shall mean any process serving to determine the prop​erties

	or performance of products, materials, equip​ment, organ​isms, physical phenomena, instruments and processes and the property or techni​cal result of a service, all in relation to a given pro​cedure.

	
(2) Accredited testing and calibration shall in this Statutory Order mean testing and calibration performed by an accredited laboratory under DANAK.

	

	
3.-(1)  Good laboratory practice (GLP) shall mean the procedures and condi​tions under which laboratory tests are planned, perform​ed, supervised, recorded and reported in accordance with the GLP principles.

	

	
4.-(1) Laboratory inspection (GLP inspection) shall mean on-the-spot examin​ation of the laboratory's pro​cedures and practice with a view to monitoring com​pli​ance with the GLP prin​ciples.

	
(2) Study audits (subsequent control) shall mean comparing original data and recorded notes with the study plan and report. This is done to establish whether the original data have been correctly entered in reports and whether the testing has been carried out in accord​ance with the study plan and standard procedures, and, moreover in order to obtain further information which is not contained in the report and to establish whether in obtaining data, methods have been employed that may reduce the validity of data.
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	Part 2

	

	
Accreditation of laboratories

	
for testing and calibration

	

	
5.-(1) Accreditation of laboratories to perform accredited testing and/or calibration shall be performed by DANAK and shall be granted for a period of up to 5 years.

	
(2) Rules issued by DANAK in connection with this Statutory Order shall lay down the further terms and conditions for the accreditation.

	
(3) In order to be accredited, applicants as well as the accredited labora​tories, cf. Section 1(1) hereof, shall, in addition to the provisions of this Statutory Order comply with the requirements of the rules issued in accordance with subsection 2 of this Section. Moreover, the accredited laboratories shall comply with the conditions stated in the accreditation, cf. Section 10(3) hereof.

	
(4) In special cases, accreditation may be granted on conditions which deviate from the provisions of subsection 3 above, when required in order to fulfil the purpose of the accredit​ation.

	
(5) The rules stated in subsection 2 above can be obtained from DANAK.

	

	
6. In areas where rules on accredited testing or calibrations are laid down by other legis​lation, DANAK alone may lay down the provisions for granting accreditation subject to agreement with the auth​ority in ques​tion.

	

	
7.-(1) Application for accreditation shall be submitted to DANAK. It shall state the areas for which accreditation is applied, and documentation of compliance with the conditions for accreditation shall be enclosed, cf. Section 5(2 and 3).

	
(2) DANAK shall in the rules issued in connection with this Statutory Order, cf. Section 5 (2 and 3) lay down the further provisions concerning the content of the application.

	

	
8.​-(1) DANAK shall notify the applicant in writing of the names of the technical assessors (TA) who together with DANAK will carry out the assessment of the application.

	

	 2) If for reasons of competition, or similar reasons, the applicant does not wish a TA to participate in the processing of the case, it may object to the appoint​ment to DANAK. The objec​tion must be in writing and the reasons must be stated. DANAK shall then decide whether another TA should be appointed.

	

	
9.-(1) DANAK and the TA appointed in accordance with Section 8 shall draw up an assessment report on the basis of a review of the application material and visits to the applicant’s preises in accordance with the rules issued in connection with this Statutory Order, cf. Section 5 (2 and 5).

	
(2) The assessment report shall be sent to the applicant with a request for comments within a stipulated time limit.

	 

	
10.-(1) DANAK shall determine whether the applicant complies with the conditions for accreditation on the basis of the assessment report and of any comments from the applicant. Notification of the decision shall be sent to the applicant laboratory stating the conditions for accreditation.

	
(2) The applicant shall within 14 days after receiving DANAK’s decision in accordance with subsection 1 above notify DANAK whether accreditation is desired on the conditions stated. 

	
(3) If the applicant accepts the conditions stated, DANAK shall issue an accreditation document to the laboratory.

	
(4) DANAK shall publish a list of existing accreditations.

	

	
11.-(1)  If it is wished to extend the accreditation to comprise associated laboratories at home or abroad, a separate request shall be made to DANAK accordingly.

	

	Part 3

	

	Rules for laboratories accredited for testing and calibration

	

	
12.-(1) An accredited laboratory shall on request perform tests and/or calibration within its accreditation area/areas. It may, how​ever, be agreed with DANAK in advance to exempt the whole or parts of an accreditation area if this can be justified. 

	
(2) An accredited laboratory shall perform accredited testing and/or calibration within a reasonable time limit to be notified to the client on request.

	

	
13.-(1) Accredited laboratories shall inform DANAK about all changes in the conditions on which the accreditation is based, and which may be material to retaining the accreditation.

	

	
14.-(1) The laboratory shall on request from DANAK and at its own expense participate in proficiency testings together with other laboratories or participate in other similar checking of the accuracy and reproducibility of testings.

	

	
Part 4

	

	
Surveillance, renewal, changes and termination of accreditation for testing and calibration.

	

	Surveillance

	

	15.-(1) Continuance of the accreditation is conditional on the laboratory observing the rules and conditions of the accreditation, cf. Section 5 hereof, on the laboratory continuing to possess the necessary professional competence and on its testing activities being of sufficient scope for its staff to be able to maintain the necessary testing experience

	.

	
16.-(1) Accredited laboratories shall on request be obliged to provide DANAK with all infor​mation necessary for its work on accreditations, including information about the rates and hourly fees charged by the lab​ora​tories for testing and calibration and the basis for calcu​lat​ing these.

	
(2) Accredited laboratories shall be obliged to receive surveillance visits at the request of DANAK.

	
(3) Periodical surveillance of the testing and calibration activity of accredited labora​tories shall be carried out at intervals of approx. 15 months, unless otherwise stipulated in the special terms of the accre​ditation.

	
(4) If non-compliance with the rules and conditions for the accreditation is ascertained in connection with surveillance of the laboratory it will be possible during the surveillance visit to agree on a time limit for rectifying the non-compliance ascertained.

	
(5) The periodical surveillance visit in the final year of the accreditation may be substi​tuted by an assessment visit in connec​tion with an application for renewal of the accre​dit​ation.

	

	17.-(1) The report on a surveillance visit shall be sent to the accredited laboratory with a request that the laboratory states its comments, if any.

	
(2) If the report from a surveillance visit calls for the introduction of more stringent conditions for the accreditation, these shall be sent to the accredited laboratory which will have to comply with the more stringent conditions within a specified time limit.

	

	Renewal and changes of accreditation

	

	
18.-(1) In connection with an application for renewal of an accreditation on the previous terms and conditions it shall be sufficient to state in the application that a renewal of the accreditation is desired.

	
(3) Assessment of the application shall follow the same rules as those apply​ing to new applications, taking into account, however,  the fact that the accredited laboratory’s testing activities have been subjected to ongoing surveillance in the period prior to the processing of the application for renewal.

	 

	
19.-(1) In connection with an applica​tion for renewal on changed conditions and application for changes of the area of accre​dit​ation, etc., the material required for the assessment shall be sent to DANAK for assessment.

	
(2) If in connection with the processing of an application, a visit at the accredited labora​tory is required, DANAK shall notify the laboratory accordingly and also about any appoint​ment of new TA..

	
(3) Assessment of the applica​tion shall follow the same rules as those applying to the processing of new applications with the modifi​cations that follow from the nature of the case in ques​tion.

	

	
20.-(1) DANAK shall notify the accredited labora​tories in writing about changes in the gen​eral accreditation criteria within the area of accre​dit​ation of the laboratories in ques​tion.

	
(2) In notifications according to subsection 1 above, a time limit shall be given within which the individual accredited labora​tory shall carry out the necessary changes of condi​tions at the laboratory.

	

	

	

	ADVANCE \D 5.60Termination

	

	21.-(1) An accreditation may be withdrawn, wholly or partly, if the conditions for the accreditation are no longer complied with or in the case of gross or repeated violation of the conditions for being accredited.

	
(2) Where circum​stances so warrant, DANAK may suspend the accreditation for whole or parts of the accreditation area with a stipulated time limit to rectify the ascer​tained violations or non-compliance with the conditions of accreditation.

	
(3) DANAK shall during the suspension lay down the conditions for the activities of the accredited laboratory within the area of accreditation.

	
(4) If the circumstances which are the cause of the suspension have not been remedied within a stipulated  time limit, the accreditation will be withdrawn.

	

	
22.-(1) Where the accreditation is ter​min​ated as a conse​quence of the accredited laboratory renouncing the accreditation or because the accreditation expires or is withdrawn, the accredited laboratory shall immediately return the accredit​ation document to DANAK.

	
(2) DANAK shall give the public notice to the effect that an accreditation has been terminated.

	

	
23.-(1) Refusal or limitation of an accreditation applied for and limitation or suspension of a given accreditation may be brought before the Appeal Board for Public Procurement by the party affected. The decision shall contain information about access to bringing the matter before the Appeal Board. 

	
(2) All other decisions by DANAK concerning accreditation, apart from the fixing of fees in accordance with Section 37 hereof, cannot be brought before another administrative authority.

	

	
24.-(1) The party affected by the decision can require withdrawal of an accreditation in accordance with Section 21 (1 or 4) to be brought before the courts. The decision shall contain information about the access to request that the case be heard in court, and the time limit applying, cf. subsec​tion 2.

	
(2) A request for the case to be heard in court in accor​dance with subsec​tion 1 hereof shall be made to the DANAK within 4 weeks after the accredit​ed labora​tory has received notifica​tion of the deci​sion. DANAK shall institute civil pro​ceed​ings against the party in question.

	

	
Part 5

	

	
General rules for laboratories

	 
which perform analyses and tests

	
in accord​ance with the GLP principles

	
 

	
25.-(1) Laboratories which pursuant to the legisla​tion on chemical substances and prod​ucts and on foodstuffs, etc., perform analyses and tests acc​ording to the GLP principles (hereafter laboratories) shall notify a register which DANAK keeps of laboratories. 

	

	
26.-(1) In order to be entered in the register the lab​oratory shall provide DANAK with the following infor​mation:

	ADVANCE \D 5.60l)
 Name and address.

	3) Telephone number and telefax number, if any.

	4)
 Contact person.

	ADVANCE \D 11.25
2) The register shall be accessible to the public and shall be published at least once a year by DANAK.

	

	
27.-(1) Laboratories shall certify that the analyses and tests have been performed in accordance with the GLP prin​ciples.

	 

	
28.-(1)  Laboratories which use foreign lab​oratories as sub-suppliers shall provide documentation to the effect that the laboratories are subject to monitoring by the GLP monitoring authorities in the respective countries.

	 

	
29.-(1) Laboratories shall keep the data stated in Appendix 1, Item 10.2 No. 1, for at least 10 years unless otherwise stipulated by other legislation.

	

	Part 6

	

	GLP inspection

	

	
30.-(1) DANAK shall perform inspec​tion of lab​ora​tories entered in the register in accordance with Section 25(1).

	
(2) As stated in subsection 1 hereof, inspection shall be carried out in accordance with the Annexes to the Commission’s Directive 1999/​12/EC of 8 March 1999. These Annexes are attached as​ Ap​pendix 2, Parts A and B of this Statutory Order.

	

	
31.-(1) If in connection with filing its notification for registration the laboratory has failed  to give informa​tion about the scope and extent of the GLP supervisory programme, DANAK will obtain this information in connection with the inspec​tion call.

	

	
32.-(1) DANAK shall notify the laboratory in writing as to the names of the lead assessors who together with one or more technical assessors will carry out the inspec​tion of the labora​tory. The written notifica​tion shall contain a description of the tasks of the inspection group. 


	(2) If for reasons of competition the labora​tory does not wish an appointed technical assessor to participate in the inspec​tion, it can object to the appoint​ment to DANAK. The objection shall be in writing and the reasons for the objection must be stated.

	

	
33.-(1) DANAK shall draw up an inspection report.

	
(2) If DANAK ascertains that there are occurrences of deviations from the GLP principles which it finds affect the validity of specific exam​inations or generally of tests performed at the labora​tory, a report shall be drawn up concerning such non-compliance and shall be pres​ented to the laboratory for comments with a time limit for reply.

	
(3) On the basis of the report, DANAK shall decide whether the laboratory shall be deleted from the register. Notification here​of shall be given simultaneously to the lab​oratory and the Danish Environ​mental Protection Agency or the Danish Veterinary and Food  Administration.

	
(4) DANAK’s decision to delete the laboratory from the register can be brought before the Appeal Board for Public Procurement.

	
(5) All other decisions made by DANAK concerning laboratory inspection and study audits, apart from the fixing of fees in accordance with Section 37 hereof, cannot be brought before another administrative authority.

	

	
34.-(1) Every year DANAK shall inform the Danish Agency of Environmental Protection or the Danish Veterinary and Food Administration about laboratory inspections carried out.

	

	Part 7

	


	Designations and logo

	

	
35.-(1) Accredited laboratories shall use designation and log as stated in DANAK’s Technical Regulation, TF 1: “DANAK logo and reference to accreditation.”

	

	
36. Other laboratories are not permitted to use the designation or logo stated in Section 35 hereof or any other Danish or foreign designations or logos that are liable to be con​fused with it.

	

	Part 8

	


	
Prices (fees) for accreditation, etc.

	

	
37.-(1) DANAK will charge fees for its services in connection with accreditation of laboratories.

	
(2) Laboratories which have been entered in the register in accordance with Section 25 hereof shall pay fees.

	
(3) DANAK shall fix the prices (size of fees) and the basis for calculation in Statutory Order on DANAK’s Prices (fees) for Accreditation, etc.

	
(4) Fees paid in connection with an applica​tion for renewal or change of the accredit​ation are not repayable if the applica​tion is rejected.

	
(5) Registration and case processing fees paid by laboratories which perform analyses and tests in accordance with the GLP principles are not repayable if the laboratory is deleted from the register, cf. Section 33 hereof.

	

	
Part 9

	


	
Insurance

	

	
38.-(1) Accredited laboratories shall take out an insurance to cover liability.

	
(2) If so requested by DANAK the laboratory shall be able to document that a professional indemnity insurance has been taken out as well as product liability insurance.

	

	
(3) At the request of DANAK the laboratory shall be able to account for the considerations on which the cover of the indemnity insurance is based.

	
(4) Exempt from the provision in subsection 1 hereof are the state, county and municipal authorities’ accredited laboratories that are self-insured.

	

	Part 10

	

	
Obligation to give information,

	right of access, professional secrecy

	and penalties

	

	
39.-(1) DANAK may require the provision of all information deemed necessary in order to carry out monitoring of a laboratory's GLP activ​ities. 

	
(2) Provided it is considered necessary in order to carry out monitoring of a labora​tory which performs analyses and tests in accordance with the GLP principles, DANAK shall at any time subject to the presen​tation of due identification have right of access without a court order to public and private properties and premises.

	

	
40.-(1) Anyone who participates in or is associated with the processing of accredi​tation cases or inspection of labora​tories that perform analy​ses and tests in accord​ance with the GLP principles shall in ac​cordance with Section 





	152a of the Danish Penal Code be obliged to ob​serve secrecy in relation to unauthorised persons regarding knowl​edge acquired through partici​pation in the pro​cessing of accreditation cases.

	

	
41.-(1) Any person who gives untrue or misleading information or who conceals information that is deemed necessary according to Section 30 and Sec​tion 39(1) shall be pun​ished by fine, unless a more severe penalty is mandated by other legisla​tion.

	
(2) Joint stock companies,  etc., (legal persons) shall be subject to punishment in accordance with the provisions of the Danish Penal Code, Part 5.

	

	
Part 11

	


	
Coming into force, etc.

	

	
42. This Statutory Order shall come into force on 1 October 1999.

	
(2) At the same time Statutory Order No. 258 of 11 April 1994 on Accreditation of Labora​tories to Perform Technical Testing, etc. is repealed.

	
(3) Accreditations issued in accordance with this Statutory Order, stated in subsection 2 above, shall remain in force until they expire or are withdrawn by DANAK.



The Danish Agency for Trade and Industry, 27 September 1999


HENNING STEENSIG







/ Bjarne Bang Christensen




� The Statutory Order contains provisions that implement the Council Directive 87/18/EEC of 18 December 1986 on mutual approximation of legislation, on the use of principles for good laboratory practice and monitoring of their use in connection with tests of chemical substances (EFT L 15 of 17.1.1987, p. 29), as amended by the Commission’s Directive 1999/11/EC of 8 March 1999 (EFT L 77 of 23.3.1999, p. 8) and Council Directive 88/320/EEC of 9 June 1988 concerning Inspection and Verification of Good Laboratory Practice (GLP) (EFT L 145 of 11.6.1988, p. 35), most recently amended by the Commission’s Directive 1999/12/EC of 8 March 1999 (EFT L 77 of 23.3 1999, p. 22).
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