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Its Organization and Roster of Members

Organization

The ASME Bioprocessing Equipment (BPE) Standards Committee membership
in 2014 was made up, in whole, of 195 members holding membership to any-
where from one to five committee/subcommittee memberships. The ASME BPE
Standards Committee is, as self-described, considered a “committee,” referring
to itself as the ASME BPE Standards Committee, or simply Standards Committee.
As indicated in Figure |, organizational chart, the ASME BPE Standards
Committee reports to the ASME Board on Pressure Technology Codes and
Standards (BPTCS). Aside from the BPE Standards Committee, reporting also to
the BPTCS are the Boiler and Pressure Vessel Code (BPVC) Committees, the
B16 and B3] Committees, and other committees related to pressure containing
subject matter.

The ASME BPE Committee is divided into a set of subtier groups of interest
referred to as subcommittees. In other Standards Committees these subtier groups
are referred to as “subgroups,” not so with the BPE Standards Committee. Among
this group of subcommittees there is no hierarchy. They are simply divided by and
focused on the various subject matter interests of the BPE Standard and report
directly to the BPE Standards Committee. These subject matter interests are
referred to as Parts with the following identifiers as referenced in Table 1.

Referring to Figure 2, it is apparent that each of the subcommittee groups
reports to the BPE Standards Committee. The work these subcommittees do,
whether it’s maintaining an existing part in the standard, respective of the sub-
committee’s part title, or in developing a new part for the standard, there is an
ongoing liaison effort that takes place between all of the subcommittees. This
helps in diverting conflicts among the various subcommittees and in improving
content of the standard as a whole.
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Council on Standards
and Certification

—

Board on Board on I Bioprocessing
. Equipment (BPE)
Standardization N &s Pressure Technology I Standards Committee
and Testing Codes and Standards E (see next page)

Board on Nuclear Board on Safety
Codes and Standards Codes and Standards

Board on Board on | Committee on BPE
New Development Conformity Assessment Certification
|
Board on Board on
Codes and Standards = Hearings
Operations and Appeals
Board on Energy and
Strategic Environmental Standards
Initiatives Advisory Board
Figure 1 ASME boards and governing groups
Table I Subcommittee subject matter part identifiers
Part Title Part Title
GR General requirements SG Sealing components
SD Systems design PM Polymeric materials
DT Dimensions and tolerances CR Certification
MJ Materials joining MM Metallic materials

SF Surface finishes PI Process instrumentation
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Each of the subcommittees is made up of a balanced membership wherein each
member is assigned an interest category as [ollows:

e Designer/constructor (AC)—An organization performing design or design-
related services, fabrication or erection, or both

e General interest (AF)—Consultants, educators, research and development
organization personnel, and public interest persons

e Manufacturer (AK)—An organization producing components or assemblies

e Material manufacturer (AM)—An organization producing materials or ancil-
lary material-related accessories or component parts

e User (AW)—An organization utilizing processes and/or facilities covered by
the applicable standards

No one classification shall be represented by more than one-third of the subcom-
mittee membership. By maintaining this balanced membership, no single interest
group, whether it be a manufacturer or end user, or any other group, can monopolize
the decisions made and the topics discussed in the subcommittee meetings.

Heading up the committees and subcommittees are elected officers of those
groups. Each committee, subcommittee, and task group will have a chair and vice-
chair. And depending on the size and complexity of any subcommittee, they may
also have multiple vice-chairs and a secretary. The secretary for the BPE Standards
Committee is an ASME staff secretary that not only provides a direct in-house link
to ASME but also helps the entire membership maneuver through the procedural
maze now and then when such procedural questions arise.

A subtier of groups under that of the subcommittees are the task groups. These
are ad hoc groups that are assembled for a specific task and report to a particular
subcommittee. These groups are where the majority of work gets done in stan-
dards development and maintenance. Some projects these groups are tasked to do
are relatively small. But rather than take up time trying to resolve an issue during
a subcommittee meeting, the issue or task will be assigned a temporary number,
and volunteers are asked to work on resolving such issues offline or outside the
confines of the subcommittee meeting.

Other task group issues are much more complex and involved. These tasks may
take years to resolve and prepare for the balloting process. The balloting process
itself is rigorous in that a proposal has to obtain consensus approval at multiple
stages of the balloting process. That is, a proposal is balloted at the subcommittee
level, then at the standards committee level, then to the board level, and finally to
ANSI for procedural approval.

At each step of the process, a consensus has to be reached and each negative
response has to be responded to with an attempt made to resolve all objections.
But a consensus does not require unanimous approval. It does require approval
by a simple majority of all of those voting. And to document all of this, ASME
uses a system titled C&S Connect, the C&S standing for Codes and Standards.
The basis for these procedures is consistent with the principles established for the
World Trade Organization’s Technical Barriers to Trade Committee.
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Figure 2 ASME BPE Standards Committee

The BPE Executive Committee, as seen in Figure 2, is a direct subset of the
Standards Committee. This group is responsible for recommending approval or
discharge of personnel and the governing of administrative items or actions as
they relate to ASME policy and procedures. The vice-chair of the Standards
Committee automatically serves as chair of the Executive Committee, and the
chair of the Standards Committee automatically serves as vice-chair of the
Executive Committee. Subcommittee chairs automatically hold membership to
the Executive Committee, but membership on the Executive Committee beyond
that does not require being a member of the Standards Committee.

In referring to Figure 1, there is an adjunct committee that is closely related to the
Part CR subcommittee with the title of “Committee on BPE Certification™ (CBPEC).
This is a committee on its own and reports, as shown, to the Board on Conformity
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Assessment (BCA). I will refer you to Section 1.2 of this book for a very brief Synopsis
of the scope of Part CR and all of the other subcommittees. But to clarify here how
these two groups, Part CR and the CBPEC, work together is relatively simple.

The Part CR subcommittee is the group that developed and maintains Part CR
in the standard, which intrinsically defines what BPE Certification is and how it
interacts with the standard. It defines what the requirements are for BPE
Certification and provides guidance on how to become a BPE Certificate Holder.

The CBPEC is the assessment and enforcement arm of the certification process. This
is the group that, in working with the BCA, performs audits of those applying for BPE
Certification; they review the subsequent auditor’s assessment report and then make a
determination, based on the auditor’s report and deliberation, whether or not to recom-
mend approval of the applicant. The final decision on that point is made by the BCA.

BPE Standards Committee Meetings

All committee and subcommittee meetings of the BPE Standard are open to the
public. The only meetings not open to the public are those meetings in which
discussions and decisions regarding personnel are held. The CBPEC meetings are
closed, but these are conformity assessment meetings that typically follow the
meetings of the CR subcommittee and are not BPE meetings.

The BPE Standards meetings follow an evolved schedule that runs for four
days, Monday through Thursday. The Monday meetings typically include sub-
committees CR and GR and task group meetings for any active task groups that
need to discuss and finalize any outstanding issue relating to a task group’s work.

Most task group activity takes place between the three committee meetings
each year via conference calls and e-mail communication. Depending on the com-
plexity and scope of a task group, some discussions and resolution need to take
place in a face-to-face setting. These are the meetings that are scheduled for the
Monday task group meetings. Tuesday and Wednesday are the two days in which
the balance of subcommittees will meet. Thursday is the Standards Committee
meeting at which the Standards Committee reports and all subcommittees report
on what transpired at each of their meetings during the week.

As mentioned, all meetings are generally open to the public. New attendees
should know that they are free to visit any meeting at any time except as explained
previously. Only members are permitted to vote on subcommittee business. But
any visitor is free to voice an opinion or make a point during a tabled discussion.
It should also be known that visitors to these meetings are eligible to participate
in task group work. If a visitor is considering membership, their work on task
groups elevates their possibility of being approved.

Up until 2016 the BPE Standards Committee met three times each year. These
meetings were held each year in January, May/June, and September/October. As
a trial run it was voted on and planned that the committee hold only two meetings
in 2016, one meeting in January and a second meeting in September. This was to
test the waters to see if the committee could maintain the same level of efficiency
and production of work on the standard with only two meetings per year.
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A decision as to whether or not to remain with a two meeting per year formal
would not be decided upon until possibly the January 2017 meeting. That decision,
I suspect, will be based largely on what is accomplished during 2016 and to what

extent, good or bad, did the missing third meeting play a part.

Roster of Members

The following is a listing of all members of the ASME BPE Standards Committee
and members of subcommittees reporting to the Standards Committee. The names
are in alphabetical order and indicate if that person is a chair, vice-chair, or secretary
of a committee or subcommittee and which subcommittees they are members of:

BPE STANDARDS COMMITTEE

ND SUBCONMMITTEE MEMBERS

Abbreviations and Terminelogs used below

1C Executive Commitice

O Dimensions and Toleranees
G Gesiern) Regquirements

MI - Matepals Joming

MM = Metalhe Matermls

P Process lnsnamentation

PN Polymieric Matenals

| SC Standurds Commitee

50
S
N3

Systetun Design
Surtiuce Fudies
Sealing Components

Notes

1t Contributits Member s individual non-voting member whise conlittion 1o
W committes 15 tirough reviews atid comments o proposals Contritmting
memnbers sl possess the techmenl qualifications necessary for mdividnal voting
manbers

2 This individual 1s considered & “Delegate”™ which mphies thit they are an
indiviigl selected by the Standards commties Lo represent i group of expens
wutside of the U'S and Cunada Eady eroup represented has provided o clearly
defines wterest in participating on BPE subcommttces

P
o 3
= < =<
NAMI AFFILIATION ; E 5 SUBCOMMITTEES
~ R ;‘-
o’
Allerdh, Michae) NewAge Indistres PM
Ananlt, Junmeel EMD Millipane PM
Andlarson. Paul Northland Statnless e MM
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Andrews, Todd ' older Products Company "M
Ankars Jiy Oceun Alloys LLC SC_ | EC SD P’
Aftor Geoige Qualtech Inc P!
Avery, Richurd E Nickel Institute M | SF
Paliner, Mehissa [ Sunofi Pusteur sD ES
Hunes. Patnck H Astro Pak Corp SF
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Henway, Emest A Ironwood Specalist Inc GR' MY
Bhila, Kudeeny ITT Engincered Valves, LI4” M1
Bichal Nall Genentech A SF
Bullimyer. Brvun A Central States Industnal Equip SC CR DT SD
lwnenthal, loel Perceptual Foens LLC ] SG
o, Richard Anlerson [nstrument (o Pl
Sradiey, Jeffrey L Eli Lilly und Co. SDT | GR' | MY
fragg Chuck J Burns Enginecnng, Ine Pl r—
Brockmana, Dan Alfi Laval Ine CR DT SF
Bug, Witham P DECCO Ine Ml GR MJ
Cugre. Witliam H IS LLGC SC Et GR
Campbell, Dr Richird D PE Bechiel M SC EC UR CR MM
Canty, Thomis JM Canty Tne Pl SD
Carl A Sohtson Genentech Ine SD
¢ hapman, Chuek Giernu Valves or sD
Chib-Feng. Kuo Rang Lt Intemational SF
Cirillo, Anthony P Cinllo Consulting Services LLC SC! El R
Coher, Donald K Michugan Meétrology, LLE SF!
Condey, Indumathy DPS Epgincering sSD
Conne Carlyle © Top Line Process Equipment (o SF
Cook. Todd § I' & ¢ Stainless, Inc Mi SE
Cooper, Mark Untied Stunless SF
Cosentine. Rodolfo Giltee Ltda DT Pl
Coner. Randolph A Catler Brothers Comporation S¢' MY SD
Cruwley. Jere Jucobs Enganesnng Group. Ine SD
July, Jumes BSI Engimeenng SD
| Damels. Jumes R PE ITT Enginecred Valves, LLC SG SF
Davis. Kenneth R Nordson Medical DT PM
: Hofler Flow Controls Ine Pl
| Defisco, Sean ) Integra Compares Inc PM 8G
| Dubiel,_Robert J Parker Hannifin Sui
Dunbur, Peter M VNE Corporation CR ot
Dvorseek, James Abbott Laboratoties M) SC EC CR SD
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Elbich Robert Exigo Manufi g CR DT
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The Wiley-ASME Press Series in Mechanical Engineering brings together two
established leaders in mechanical engineering publishing to deliver high-quality,
peer-reviewed books covering topics of current interest to engineers and
researchers worldwide. The series publishes across the breadth of mechanical
engineering, comprising research, design and development, and manufacturing. It
includes monographs, references, and course texts. Prospective topics include
emerging and advanced technologies in engineering design, computer-aided
design, energy conversion and resources, heat transfer, manufacturing and
processing, systems and devices, renewable energy, robotics, and biotechnology.



Preface

Scope and Intent of this Book with Early
BPE History

Scope and Intent of this Book

This book is not meant to replace or act as a substitute for the American Society
of Mechanical Engineers (ASME) Bioprocessing Equipment (BPE) Standard. It
is instead a companion guide to the standard in providing clarification and to give
basis and background for much of what is covered in the BPE Standard. And, in
so doing, it has to be made clear that the dialogue and inferences made in this
book are those of the author and not those of ASME. What is contained in this
book are the results of decades of experience and insights from firsthand involve-
ment in the field of industrial piping design, engineering, construction, and
management, which includes the bioprocessing industry.

It is intended that this book both explain and go beyond the content of the
ASME BPE Standard in helping to clarify much of its subject matter. Industry
codes and standards are written in a manner that goes to the heart of a requirement
or guideline without embellishment. They do not explain the reason why some
statements in the standard are requirements while others are simply suggestions or
recommendations. Neither does a code nor standard describe how something
should be done. The reader is left with the requirement, but not the means to
achieve it. This book is meant to close that gap of ambiguity to a large degree and
make clear not only the standard itself but also its intent.

As various topics are discussed, you, the reader, will learn the reasons why
certain things are done in a particular manner, such as electropolishing or orbital
welding, and what those terms actually mean. Why are some materials passivated
and others not and what does the term passivation really mean? Why mechanically
polish tubing and why should piping be sloped? How much slope is sufficient and
what is hold-up volume? These questions and more will be discussed and their
answers made clear as we move through this book.



