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Introduction &/

» The standard was started in 1988 with a
small task group at the ASME Annual
meeting

BEARHET 1988E FIASMEF & H—41/)
IR\ E 2 TR

» ASME BPE Standard is a worldwide
standard for the Biopharmaceutical,
Personal Care, APl industries and other
hygienic industries

ASME BPER —NMEAEDHIZS. M ARE. R
RH2h TP E AR B Z SR KAT Mk
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Why Develop a Standard?
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» The lack of applicable industry standards for
biopharmaceutical in 1988

FE1988E N REEE R -

=Y 25 Tk AR

» Industry demands for higher quality associated with
hygienic process systems and sterilization needs

FRE DETZRGNBRHERER, FTFEEHHITRHER

» First ASME BPE Standard was issued in 1997, the
fastest standard published in the history of ASME

B EIFIASME BPEWMHET 19974 KR, X2ZEASME
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Why American Society of Mechanical Engineers(ASME) ~

X [E

IHLME TR 2 (ASME) 174E 1 H I F11E H

» History of Establishing Codes and Standards

il e AR AEACAD Y 7 52

> Started in 1800’s with Boiler Code

MBI 45 1l e R AP AR

» International Reputation for Acceptable Standards
AT HET B EFRK =

» Great need for mechanical engineers in industry

DU AR5 24 B 75 5K 7”\@|E
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ASME BPE Scope ASME BPEf# HIuF

This Standard deals with the requirements of the
bioprocessing, pharmaceutical, and personal care product
Industries as well as other applications with relatively high
levels of hygienic requirements, covering directly or
Indirectly the subjects of materials, design, fabrication,
welding inspections, testing, and certifications.

BEARHEEZ A TAEDHIZS . OREF= d A At B AR BRI 4T 2k
ZRM TN, EREIREZENESE T XETIWRGETNHE, &




BPE Standards Committee BPEREZ 14>

Voluntary Consensus Standard
FELRFE-FHTHIERE

» Developed and maintained by a balanced group of experts

FH A BT 2948 B — B Kk R 49
» Multiple stages of approval before publication
Hi HT R IR AIA E
» Continuously updated to support industry accepted practices

BRYFLEFZSLRR, DRIFRFEL LI B SEHr

» Corrections and clarifications can be requested by anyone

B AR AT PL3R Y SR AN R I EER
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BPE Standards Committee BPEMREZ: 14>

e Balanced standards committee is established with volunteers from
the following Industry segments:

- HIEKZRSZ R BESHIR B BT ATk RS A%

» Industry Users (Biopharmaceutical Manufacturers)

ERE (EDHIA=mAETR)
» Designer/Constructors (Engineering Firms)
wititiEE (CEAFD
> Manufacturers (Equipment Vendors) &% (FHEHELE~T)
» Material Manufacturers (Tubing & Fitting Mfrs.)
MELEES CERMEAAER)
» General Interest (Consultants, Inspectors, etc.)
HAXEE (FwE, s
> Insurance / Regulatory (FDA) fRiE//i% (FDA) ﬂ%@IE




ASME BPE Main Committee ASME %4

BPE Main Executive
Committee Committee

Design for Dimensions

Requirements Cleanability Tolerances Finish

Polymers . Metallic
and Material Materials of

Elastomers Joining Construction

S—

Task Groups
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5 Stages in Approval Process for BPE
BPEWREE B T4~ 20 3R

» ASME BPE Subcommittee development
ASME 4y &R &SR H

» ASME BPE I\{Ia[n Committee
BPE £Z R &iTiE

> ANSI Public Review ANSI AE#

» ASME Board on Pressure Technology Codes & Standards
ASME HEhtnEESE S

> ANSI Board of Standards Review ANS| FEZHHZ

> Next ASME BPE publication HASME BPE Hhx

Above stages could take 18-24 months depending on issue date

MRIEAFRIEAE H#, P EIX SR 18 — 244 H B A A]
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BPE Subcommittee General Requirements
BPE— 2Kk Z&<x Part GR Myt

> This subcommittee coordinates and reviews the
drafts produced by all subcommittees

W7 =G %M*&Eflﬂ%"ﬁ?“%iiﬁﬁ%ﬁﬁ%

» It is responsible for developing a lexicon of terms
encompassing all the different parts of the
standard

HEET ARG R KB HES

> Coordinates and reviews all terms and definitions
for the standard

B %A B SChRE B ) A — 4K
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BPE Subcommittee General Requirements

MR-

BPE— sk rZ4  Part GR

> Provides the standard’s introduction

SALFRAERI A |

» This subcommittee covers the general
requirements applicable to the standard

0 i B 7R ) — B N R

» Covers references to all standards applicable to
ASME BPE Standards

HEASME BPES| K B fih FoAth AR U

» Is responsible for the BPE  Standard’s index

3 BPEARERI R T | EH TAE
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BPE Subcommittee on Design for Sterility
SR it Part SD

» This subcommittee develops criteria for BPE
equipment and systems to establish industry
requirements for cleanability, Sterility, and
Aseptic Processin

9
oS HlEfEBPE WAMARTXAEE, WEKRE
P, ARG R R EE K

» Establishes design guidelines applicable to
bioprocessing equipment, components,
assemblies and systems

e PRI TZ, &’&, A, REEMNBENREN
e r s




BPE Subcommittee on Design for Sterility
SR il 42 Part SD

SFFFiNE FEF SFTANDARD




BPE Subcommittee on Design for Sterility
fRE x4 Part SD
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BPE Subcommittee on Design for Sterility
SR it Part SD

» The BPE SD part is not intended to limit new and
possibly better designs

BPE SD7r & AN 24 75 BR i35 KA v ge i) BB 4 e v

» The BPE SD part covers “new construction” and should
not be used to the acceptability of existing equipment
BPE SDr&AEH T “Bromgig” , {Hit “FrromE” ANAL
AN BRI &R i

» The new 2007 BPE part SD had 21 changes from the
2005 edition

20074ERR SD# 45 20054E/RAH L8 A 21 A&
ASME




BPE Subcommittee on Dimensions & Tolerances
R~FRIAZES4s Part DT

»This subcommittee is responsible for establishing
requirements for the overall dimensions, tolerances,
pressure ratings, marking and packaging of all BPE fittings,
tube and process components
WasFBERESNIE PEEBMEFRIRT. EHFX
ANERP RIRTEERERK B

»All fittings are standardized and
are nominal OD tube conforming
to BPE part DT
FrEEHEIRE T frrER shE e

»Tube standards for BPE were developed with ASTI\/I A-270
as a supplemental S2 addition
I}?EPE%;P XTE T BRI #ERTEASTM A-27009Fr#E_Ein_b F4S2 % Fe




BPE Subcommittee on Dimensions & Tolerances
RSP Zr4 Part DT

o Dimensions & Tolerances:
Dimensions as specified in ASME BPE Part DT.

Nominal OD Size et L 2% 6"

O.D. Tolerance +.005 +.005 =008 +.030

Nominal Wall Thickness D65 JDBS 065 d 065 065 065 083 109

A D +.005 - 008 +005- 008 +005- 008 +.005-.008 +008-.010 +.015-.015

N 005 - 010 +.005-.010 +.005-.010 +.005-.010 +.008-.012 +015- 017

Control Length c . . 50 » TS0 rigale] 750 TS0 TS0

Tangent Length 1.500 2.000 2.500

Sqguareness Face
to Tangent = - . ! 008 9 L6 030

Off Angle 3 ; J 043 y (086 135

Off Plane P =050 =.060

= Roundnass

Qito

Face to Tangant
!l

-5
quareness - -:I’d_h} -

[ —

|
i General Note:
Tolerance on (E)
= End-to-End
Center-to-End:

l 0.050 in. (=1.27 mm}
-

Required ASME BPE fitting inspections

=Off Plane =Haight




BPE Subcommittee on Dimensions & Tolerances
SR ZE5y4=Part DT

» The dimensions In metric units
are conversions from U.S.
customary units, and are listed
for reference on

Ly oL o
5%,

=

» The new 2007 BPE part DT had
18 changes from the 2005
edition B
%%2007}%&%‘(&%%?2005%,
XERSrIEF 18




BPE Subcommittee on Material Joining
MENER 2 Part MJ

» MJ Subcommittee establishes requirements for material
joining weldlnggiassomated with BPE equipment

MI 7> BPER & LM BRER () HEXK

> It develops requirements for orbital and manual welding, weld
acceptance / rejection criteria, fit up, concavity and weld
fEeometr

5 BRI\ TR AR AR, JRARNT R, V. Y
K T FERAT I A

» Develops weld procedures and performance qualifications

%J%%mﬁﬁiﬁﬂm%%mﬁ%fﬁﬁ%
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BPE Subcommittee on Material Joining
MEHER T2 Part MJ

»weld map (Isometric drawing)
fully traceable back to the
original components

R “ R AT LB YRR R 4G BT

>heat number codes
yak=7 I\

>date it was welded

JEHE H 3

>welder’s ID number

R BRAR A

»if the weld was inspected.

P R B
\\ .




BPE Subcommittee on Material Joining
MEHER T2 Part MJ

» The new 2007 BPE part MJ had 16 changes from
the 2005 edition

Fr2007h B PEARHEFEXT T 2005h EEM BHERE (3F4r) F 16k




BPE Subcommittee on Surface Finish
RN H < Part SF

» SF establishes surface finish Ra designations that
can be qualified and inspected

itﬁ“fﬁ@i%ﬁ&iﬁﬂtu Raﬁﬁ H A 5%

» SF developed finish requirements that will
enhance efficient cleaning and sterilizing
procedures

%ﬂ%&%ﬁﬁﬁ%ﬁ%bn?ﬁﬁﬁ?* Him BRI IR

» SF Developed acceptance criteria for mechanical
and electro polished surfaces

%ﬁAﬁﬂﬁtﬂémbﬁ%%ﬂé L5 B HIARHE
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BPE Subcommittee on Surface Finish
FIMALFEE -4 Part SF

Part SF covers product 6ontact surfaces only
B4 R 57 A R TR %\%@I

FFFiNE FEF SFANDA BB
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BPE Subcommittee on Surface Finish
RN H < Part SF

» This part shall be referenced when specifying
surface finishes for specific systems including,
but not limited to vessels and distribution piping
system components

SR EF AR RARSHERE, BSX—H

B 2 A A R T AR, RER%
AR H R

» Change in surface finish codes developed for
2007 edltlon SFO through SF6

2007REAZE T RERAFAD, MSFORISF6

» The new 2007 BPE part SF had 11 changes /
deletions from the 2005 edition

%Jﬁézooﬂ%&s PER AL H R4 % HL 2005k H 1143/
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BPE Subcommittee on Equipment Seals
WS4 Part SG

» SG subcommittee establishes design and material requirements
for various mechanical seals and gaskets used in BPE equipment

& EB PE&%*THMW%&%@% E’J&fr%ﬂﬁﬂﬁ'@:k

» Included but not limited to pumps, valves, rotating and
reciprocating equipment, pressure vessels and hygienic process

AEERRTER. W1, SRR, RN T AEEEL

» Develop seal classes defining the level of integrity for a given
service

STEA KRS B FEEFA, €& XFEHFR

Double Cartrige




BPE Subcommittee on Equipment Seals
WS4 Part SG

» Seals are defined as those elements that create or
maintain process boundaries between system
components / subassemblies

In order to ensure system integrity
In a validated process.

ERBE XN ﬁ%ﬁ%"t—/\’ﬁ&iﬁﬁﬁﬁ bEi
PIERERTE  SERFEA SR o

» The new 2007 BPE part SG had 6 changes /
deletions from the 2005 edition

1 12007 hie B PE 25 5358 43 % EL 2005 6 415 Bt/ BR
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BPE Subcommittee on Polymer Based Materials
REVHMEL = Part PM

» SG subcommittee establishes requirements that are
applicable to polymer based materials used within
bioprocess systems and components

&tﬁ“ﬁﬁ%%‘ti%%%‘?\%’ﬁ%ﬂgf‘ﬁ#tﬁ REVEM BRI ZK

» Polymer based materials include thermoplastics and
thermosetting materials in both virgin and composite forms

REVEMREFE N AN LY E’J%E PR AT

» The objective of this part is to describe and outline
accepted practices for the use of polymer based materials
for clean and sterile bioprocess applications
%ﬁ}ﬁ%ﬁﬁ H R HERTEE GRS A L 2L BT R EDHA
JJAVA
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BPE Subcommittee on Metallic Materials
ElEMklsr4 Part MM (2009)

» Metallic Materials subcommittee establishes
requirements for selection of acceptable metallic
materials in hygienic process applications

BE I 1 B FE BR B HERE T 2B AR A2 T R

» MM will additionally list all mechanical and
physical properties for these alloys

XHR IR F H R A< R AU % Bk RE

» Alloys being considered are, ALX6N, Hastalloy,
DIN, BN and ISO versions of 316 / 316L
S5&FEEZRKZALXGN, Hastalloy, DIN, BN FlISO
Pt 1316/316L

SFFFiNE FEF STANDA R D




Certification 1Ak

» Under development, timeline 2009 edition

IEZEEHT tHRI20094E H i

> Purpose HHAJ
Establish a certification

and accreditation program for

suppliers of products (components and equipment)
and services to ASME BPE end users.

AASME BPER B4

P — X7 i (T A R ) B

> Modeled after ASME-RTP-1 Standard’s Accreditation

Program

LLASME-PTP-1t3#ER £ e B P AR
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Certification I\ iiF/ Accreditation’& &

> Discussions include 71N A EFE:

= Accrediting manufacturers of fittings and tubing.
Eventually will include vessels manufacturers,
etc.

= FHEHFRERRAE. S b ASHER -
skid manufactures&HIE R -

= Develop audit checklist for specific areas of
accreditation.

XTHFER BB AL 46 5 i B B D %
= Enforcement 5&H|{E
= Application requirements B 5K E K

Dy
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International Participation [EPr i)k

European Subcommittee  FEkJH4r<
> Established in 2003 20034407

» Developed to address European Philosophies and
Methods of Design and Installations Practices

MANEFT-H RR N 348 2R 0 5 15 R e e vt R e BT
» Coordinate / Communicate with US Subcommittees

HRESRIERR S E1E

» Number one challenge is addressing harmonization : DIN
vs. BN vs. EHEG vs. ISO vs. CE

ML ARYER: DIN. BN. EHEG. ISORICE

» Asian membership — Delegate Program (Japan group now
active)

Mo i —ARER R (B ErH AR\ ESEFRIIE) ‘@I
We want YOU! REANIFERKIZS5! 7?\5




Future of BPE BPE[1 K

» Next Edition, ASME BPE 2009
scheduled to be published by February 2009

T—ARA, ASME BPE 2009#%]T-20094E2 A 473 Hi fi
> Scope expanded to include f# /£ FE ¥

= Personal Care Products ™ \fR1EF= M
> Challenges #kik:

= Worldwide Recognition & Acceptance
5795 B A RN AT 5%
> Certification / Accreditation AIF/%%E

= Program in place by 2009 edition

FHIHE PP K 7R 200948 i A%




ASME BPE Membership ASME BPE 1 b1 % 4%

> All members are volunteers

P B R 35 2 s e

» Membership on ASME Committees require a
commitment from both prospective member and
financial guarantee from their employer

%?il\%/yzéﬁ A% UL 75 2 B RS 2 4AT) e 055 /Y
» Members are appointed to the committee for a term of
5 years attending 3 meetings per calendar year

= REPAEMSFERIHR, FHS B RESKRFISN

» Meeting locations are decided on by the Main
committee

SRR HER RS E
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BPE Future Meetings BPEJZE 7 Tl 4xil

» January 19 - 22, 2009, Caribe Hilton
San Juan, Puerto Rico, USA Territory
200941 H19—22H, WA XM=

» May 25-29, 2009,Crowne Plaza Hotel,
Dublin, Ireland

2009$5 H25—29H, E/R= #HAHMH
» October 5-9, 2009 Radisson Boston Hotel, Boston. MA,

USA
2009410 H5—9H, £H HLiR

» January 18-21, 2010 Rio Mar Beach Resort
San Juan, Puerto Rico
20104E1H18—21H, HLREF X%

» May/June 2010 — Europe (not decided)
London or Amsterdam

20104E5 H/1LH, BRM CGREASE) 462 i Hris F+ .
ASME




ASME BPE 2007 Standard
Ordering Information FrifE1] {5 B

http://catalog.asme.org/home.cfm?CATEGORY=CS&Taxonomy!
temID=2968&ProductFormat=DigitalBook

BPE - 2005 Bioprocessing Equipment

The ASME BPE Standard standardizes specifications for the design, manufacture, installation, inspection and

acceptance of equipment used in the pharmaceutical and biclogic products industries.
List Price: $205.00

Format: g Buy PDF ] No. of pages: 128

ASME BPE-2007
(Revision of ASME BPE-2005)

Bioprocessing
Equipment

s




BPE wants questions / suggestions
BPEHAr (R I 4 i) A 13

Thanks for your attention today!
R BEHES RIS 5!
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