Draft for Public Comment

bsi.

BSI Group Headquarters

Form 36

DPC: 15/ 30275224 DC

Date: 27 April 2015
389 Chiswick High Road London W4 4AL Origin: International
Tel: +44 (0)20 8996 9000

Fax: +44 (0)20 8996 7400
www.bsigroup.com

L atest datefor receipt of comments. 27 June 2015 Project No. 2012/03580
Responsible committee: CH/150/2 Cardiovascular implants

Interested committees:

Title: Draft BS SO 18242 Cardiovascular implants and extracorporeal systems - Centrifugal blood pumps

Please notify the secretary if you are aware of any keywords that might assist in classifying or identifying the standard or if the
content of this standard

i) hasany issuesrelated to 3rd party IPR, patent or copyright

ii) affects other national standard(s)

iii) requires additional national guidance or information

WARNING: THISISA DRAFT AND MUST NOT BE REGARDED OR USED ASA BRITISH STANDARD.
THISDRAFT ISNOT CURRENT BEYOND 27 June 2015

Thisdraft isissued to allow comments from interested parties; all comments will be given consideration prior to publication. No
acknowledgement will normally be sent. See overleaf for information on the submission of comments.

No copying is allowed, in any form, without prior written permission from BSI except as permitted under the Copyright, Designs
and Patent Act 1988 or for circulation within a nominating organization for briefing purposes. Electronic circulation islimited to
dissemination by e-mail within such an organization by committee members.

Further copies of this draft may be purchased from BSI Shop http://shop.bsigroup.com
or from BSI Customer Services, Tel: +44(0) 20 8996 9001 or email cservices@bsigroup.com.
British, International and foreign standards are also available from BSI Customer Services.

Information on the co-operating organizations represented on the committees referenced above may be obtained from
http://standar dsdevelopment.bsigroup.com

Responsible Committee Secretary: Ms Emelie Bratt (BSI) DOCU ments
Direct tel: 020 8996 7203 Document Sharing Hub
E-mail: emelie.bratt@bsigroup.com

Full document details: 15/30275224 DC


http://www.avadocuments.com/doc/15-30275224-dc
http://www.avadocuments.com/doc/15-30275224-dc

Introduction

This draft standard is based on international discussions in which the UK has taken an active part. Y our comments on this draft
areinvited and will assist in the preparation of the consequent standard. Comments submitted will be reviewed by the relevant
BSI committee before sending the consensus UK vote and comments to the international secretariat, which will then decide
appropriate action on the draft and the comments received.

If the international standard is approved, it is possible the text will be published as an identical British Standard.

UK Vote
Please indicate whether you consider the UK should submit a negative (with reasons) or positive vote on this draft.

Submission of Comments

- The guidance given below isintended to ensure that all comments receive efficient and appropriate attention by the responsible
BSI committee. Annotated drafts are not acceptable and will berejected.

- All comments must be submitted, preferably electronically, to the Responsible Committee Secretary at the address given on the
front cover. Comments should be compatible with version 6.0 or version 97 of Microsoft Word for Windows, if possible;

otherwise commentsin ASCII text format are acceptable. Any comments not submitted electronically should still adhere
to these format requirements.

- All comments submitted should be presented as given in the example below. Further information on submitting comments and
how to obtain a blank electronic version of acomment form are available from the BSI website at:
http://drafts.bsigroup.com/

Template for comments and secretariat observations Date: xx/xx/20xx Document: 1 SO/DI'S Xxxx
1 2 3 4 5 (6) (7
MB | ClauseNo./ Subclause Paragraph/ Type of com- | Commend (justification for change) by the Proposed change by the MB Secretariat observations on each
No./Annex Figure/ ment MB comment submitted
(eg.3.1) Table/Note
31 Definition 1 ed Definition isambiguous and needs clarifying. JAmend to read '...so that the mains connector
0 which no connection...!
6.4 Paragraph 2 te IThe use of the UV photometer as an Delete reference to UV photometer.

el ternative cannot be supported as

Iserious problems have been encountered in its

use in the UK.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national
standards bodies (ISO member bodies). The work of preparing International Standards is
normally carried out through ISO technical committees. Each member body interested in a
subject for which a technical committee has been established has the right to be represented on
that committee. International organizations, governmental and non-governmental, in liaison with
ISO, also take part in the work. ISO collaborates closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives,
Part 3.

Draft International Standards adopted by the technical committees are circulated to the member
bodies for voting. Publication as an International Standard requires approval by at least 75 % of
the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this International Standard may
be the subject of patent rights. ISO shall not be held responsible for identifying any or all such
patent rights.

International Standard ISO 18242 was prepared by Technical Committee ISO/TC 150, TC
Implants for surgery, Subcommittee 2, Cardiovascular implants and extracorporeal systems.
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