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May 12, 2017 

Mr. Brian Torrie, Director General 
Regulatory Policy Directorate 
Canadian Nuclear Safety Commission 
280 Slater Street 
P.O. Box 1046, Station B 
Ottawa, Ontario 
KIP 5S9 

Dear Mr. Torrie: 

5257366 

Subject: NB Power Comments on REGDOC 1.5.1- Application Guide Certification of 
Radiation Devices or Class II Prescribed Equipment 

The purpose of this letter is to provide NB Power' s comments on REGDOC 1.5.1 -Application 
Guide Certification of Radiation Devices or Class II Prescribed Equipment (Reference 1 ). NB 
Power' s Point Lepreau Nuclear Generating Station (PLNGS) has collaborated with Industry to 
review the proposed regulatory document in detail. 

PLNGS is supportive of this initiative to develop regulatory guidance and appreciates the 
opportunity to provide input to strengthen the licencing process. Comments have been provided 
(Attachment 1) recommending changes for improving the regulatory guidance. 

NB Power is prepared to clarify our comments and concerns. If you require additional 
information, please contact Brian Thome at 506-647-9367 or email brthome@nbpower.com 

Brett Plummer 
Vice President Nuclear and Chief Nuclear Officer 
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Mr. B. Torrie 
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cc. Ben Poulet, Lisa Love-Tedjoutomo, Bruno Romanelli, Isabelle Gingras, Lee Casterton, 
Nina Abonasara, Josee Giguere (CNSC - Ottawa) 
consultation@cnsc-ccsn.gc.ca 
CNSC Site Office 
Al MacDonald, Carol Murray, Joe McCulley (NBP) 

References: 
1. Website Notice: from CNCS to industry: Consultation on draft REGDOC-1.5.1, 

Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

Attachments: 
1. NBP Comments on draft REGDOC-1.5.1 , Application Guide: Certification of Radiation 

Devices or Class II Prescribed Equipment 
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' .. NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

i Document/ · Industry Issue 
I 

Suggested Change (if applicable) ; Ma.jar Comment/ Impact on Industry, if major comment 
•' ...... 

# 
Excerpt of Request/or 

I Section Clarification 

1. General Document should distinguish between Clarification 
CNSC and CNSC staff (e.g. "meet with the 
CNSC"). 

2. General The document provides CNSC contact Suggest that the contact should be the Clarification 
information for application, however, it designated Project Officer. 
does not clarify the contact mechanism in 
a number of other situations where 
communication is advised (e.g., request 
for meeting with CNSC staff prior to 
submitting an application, notification of 
changes). 

3. General The units used in an application have to There should be some official mechanism Clarification 
be according to the SI system. In some for "certified" conversion to a SI based 
situations the tech specs are not based document which can be enclosed with an 
on SI units. application. 

4. Preface The statement, 'Guidance contained in Delete the last phrase to read, 'Guidance Major Some CNSC staff interprets this statement to mean that 
this document exists to inform the contained in this document exists to inform guidance within the REGDOC is a requirement. This is not 

applicant, to elaborate further on the applicant, to elaborate further on true. Guidance is not a requirement. This has major impacts 
requirements or to provide direction to requirements or to provide direction to on licensees in the time spent in discussion with CNSC staff 
licensees and applicants on how to meet licensees and applicants on how to meet as to why guidance is not followed in certain cases. 
requirements. It also provides more requirements. It also provides more 
information about how CNSC staff information about how CNSC staff evaluates 
evaluates specific problems or data specific problems or data during their review 
during their review of licence of licence applications. Licensees are 
applications. Licensees are expected to expected to review and consider guidance; 
review and consider guidance; should sheE:J!e the~1 cheese Ret t:e /ettew it:, they 
they choose not to follow it, they should sheE:J!e e*f}!aiA hew· thei;:. cheseR a#eF-Rat:e 
explain how their chosen alternate appmacf:I meets re§&!at:eF-y mq&iF-emeRt5.' 
approach meets regulatory requirements' 
gives the impression that the guidance is 
a requirement. 
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NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

I 

1 Major Comment/ 1 Impact on .lrtdustry, if majot comment 
- I 

# Docum~nt/ 
1 

Industry Issue Suggested'Change (if applicable) 
l ,.· 

Excerpt of . ' Reque.stJor 
I 

CJari/icatio_n I Sectio·n l .. 

5. Section 1.2 There is the potential for excessive Industry requests the CNC to clearly indicate Major Adopting these suggestions will avoid unnecessary 
administrative burden related to the items that are exempted from this limitation administrative burden related to changes/activities that are 
second paragraph, which reads, "Once such as changing a name, software upgrades not radiologically relevant. 
issued, the certificate applies to a specific or other minor modifications that improve 
model design and to specified operating operations without interacting or impacting 
conditions only. 11 the source assembly. Industry suggests 

using generic names without specific letters 
on devices with the same source assembly. 

6. Section 2.1 Clarity. Amend 2"d paragraph to read, '7his Clarification 
certification tor a Radiation Device or Class II 
Prescribed Equipment is not to be construed 
as a licence for use, servicing or installation. 11 

7. Section 2.1 Similar to section 1.2, there is the Delete this statement. Major Unnecessary administrative burden related to 
potential for excessive administrative changes/activities that are not radiologically relevant. The 
burden related to the final line in section CNSC should continue to certify series of models. 
2.1, which reads, "Once a certificate has 
been issued, it applies to a specific model 
design and to specific operating 
conditions only." 
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NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

# Document/ l ,_ndustry Issue S4ggested Change (if appli<:aQI~) : Major Comment/ Impact c;>l'.1 l'n~ustry, if rrajor comment 
I 

1 
Excerpt of Request for . 

, Section ! 
I 

Claiification I 
8. Section 2.2 No guidance is provided as to who is Revisit this section to clearly establish the Major Currently, certification accountability lies with 

required to submit a renewal application. expectations regarding which party is manufacturers and then licensees. However, in cases where 
What is the CNSC's expectation? When required to submit a renewal application there could be more than one licensee who possesses/uses 
existing manufacturers reject requests to and answer the questions posed by industry the device, the accountability/liability process for 
submit a renewal application, what is the regarding timeframes, grace periods, maintaining the certification is unclear. 
allowable timeframe to reject submitting extensions, penalties and communication 
an application? If they reject 2 weeks in protocols. 
advance of the certificate due date, does 

This could be one agenda item for a 
the interested applicant get a grace 

proposed workshop with the CNSC. 
period for submitting an application? 
Will the CNSC give an extension to the 
expiry date of the certificate on those 
grounds? How licensees are made aware 
of this situation? Is there a penalty for 
late rejection? 

This is a current problem that should be 
corrected. 

Sufficient time should be allowed for all 
parties including manufacturers 

9. Section 2.2 Clarity. Change the second paragraph to read: "For Clarification 
applicants wanting to submit a hard copy of 
their application pf:Jysice!ly, print a copy of 
the completed form, sign and date it, and 
mail it to the CNSC's Directorate of Nuclear 
Substance Regulation at the address 
indicated below:" 

Change the final sentence to read: 
"Applicants should keep a complete copy of 
the application for hi5 their records." 

Page: 3/9 



NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

# · Document/ lndu$tri' Issue .I Suggested Change (if applicable) Major C9mnient/ i lm:pact on ln.d4stry,· if major comment I 
i 

Excerpt of Requesaor 
Section Clarification 

10. Section 2.3. There is no discussion of extensions, The option of a one-year extension should Major Undue financial and administrative burden. 
which is what the CNSC has been be available and automatically granted to 
processing for late submissions and users who make a request to keep using an 
charging a fee. existing device. As an extension, the 

payment should be a fraction of the regular 
fee. 

11. Section 2.4 Clarify the certificate duration after Provide the bases for CNSC determination Clarification 
renewal. What would be the basis for whether a shorter duration is appropriate. 
the duration to be shorter if there has 
been no change to the design? 

12. Section 2.4 As per the comment on section 2.3, there Clarify which party is responsible for end of Major Undue financial and administrative burden. 
is no mention of a one-year extension to certification management. Further clarify 
certification or the fee required to the expectations of licensees versus 
extend. Who is liable to ensure the manufacturers. 
certification is valid and extended as 
required until a renewal application has 
been processed? What is the process for 
extensions? 

13. Section 2.4 As written, the recertification process This topic warrants further discussion at a Major It is not reasonable to expect that one of the users apply for 
does not address current issues with proposed workshop. Specific items include: recertification considering that, in many cases, the only 
manufacturers, outdated contacts and The re-certification process should be re- available information is in the CNSC's possession, especially 
responsibility for design. defined for cases when the manufacturer is for obsolete designs that are not commercialized at the time 

un- available, or unwilling, to submit an of the renewal. 
application form for renewal. 

The initial letter should be sent to a current 
contact and not the person who applied 15 
years ago. CNSC should be responsible for 
maintaining a contact list. 

Also, users are not experts on the design or 
software. An alternative may be a survey 
from the regulator asking safety questiqns --
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NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

# : Dq_cument/ Industry Issue ! Sugg~ested Change· (if applic.able) l Major Comment/ 1 Impact on -Industry, if major comment I 

J 

Excerpt of 
1 

' -Requestjot ;;. 

I Cliitificatiim 
I 

-Sec.ti on . 1 i , 
I ... 

- ' 

if the authority is satisfied with the answers, 
the certificate could be renewed for 5 years 
with the potential to repeat the process at 
least three times. If the regulator is not 
satisfied with the survey responses, an 
agreement with the licensee should be 
made on a timeline to stop using the device. 
Licensees should not take responsibility for 
the design. 

14. Section 2.4 Expiry of certificates should be extended The certificate expiry day should be Major Users will need time to track the technical information, 
following notification to licensees. extended 6 months after licensees are prepare the application form and submit it several months 

notified that the manufacture/vendor is not before the expiry day. 
applying for the renewal. 

15. Section 2.4 Certificate information should be more The CNSC should provide licensees increased Major Any delays in the process can impact licensees so that they 
readily available. visibility regarding the status of renewals could have invalid equipment. 

prior to expiry. 

The website should be updated regularly 
(weekly) to ensure users know the status of 
the recertification process. 

This would be another area for discussion at 
a proposed workshop. 

16. Section 2.4 Advance notification of expiry should be At least one year before expiry, the Major Undue financial and administrative burden. 
provided to manufacturers. authority should contact manufacturers 

about their intention to initiate the re-
certification process or let it lapse. 

17. Section 3 This section requires that supporting Revise to: Major This requirement as written represents a significant 
documentation "specify to which section 

"When preparing an application package, 
administrative burden to the applicant. Typically, the 

of the application form the information 
ensure that the information provided on the 

supporting documentation is developed during the 
pertains." 

form and in the attached supporting 
development lifecycle of the device. Without the suggested 

documents is clear, precise, accurate and 
revision, applicants will be required to go back through the 

complete. If attaching or appending 
documentation and provide cross-reference on approved 
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NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

# ; Doc_ument/ ~ Industry Issue Suggeste:d Change (if applicable) Major Comrnent/ : lmpctct on~ fndf.J~_try, if major comment i 
: Excerpt of · .. . Request-for -· -. -· ·· ,. 

Section 
1 

• • ' Clarifica·tion J . - •• --

It is not clear if this means it is sufficient supporting documentation_, please specify on documentation, or developing a stand-alone cross-reference 
that the supporting document the application form the supporting matrix. By providing the documents references on the 
title/number be properly referenced on documentation being references. The application form, the application form becomes the cross-
the application form, or if the supporting International Svstem of Units (SI) should be reference document. 
document itself must make a declaration used throughout the application._,_, 

of which section on the application it 
pertains to. The latter can be 
problematic as support documentation 
can pertain to a number of different 
sections of the application. 

18. Section 3.1 Clarify amendment conditions. The conditions that require amendments of Clarification 
Al the certificate should be indicated. 

19. Section 3.2 The application form does not clearly Add a statement to say Major Information should be in CNSC records. It is redundant to 
indicate if no changes have been made to "F 1 1. t ' f h provide an exhaustive list of information during renewals 

or renewa opp 1ca tons, 1 no c anges . . . 
the equipment since its original h b d t th . t . .t with no benefit 1f no change has been made. 

. . . ave een ma e o e egwpmen stnce 1 s 
certification. original certification, indicate 'no change.' 11 

20. Section 3.2, Additional clarity required. This section needs a note on how to handle Clarification 
Part 87 devices that contain more than one nuclear 

substance and one or more of those 
substances are less than the Exemption 
Quantity (EQ) or between EQ and lO*EQ. 

21. Section 3.3, Additional clarity regarding no changes to Same comment as above regarding no Clarification 
Part C equipment for renewals. change for renewals. 

See comment 19 on section 3.2. 

22. Section 3.3, As part of the application, the CNSC is Revise to: Major The requirement to provide a design lifetime will result in 
Part Cl requesting the "expected lifetime of use 11 h d /if. . if if h significant expense on licensees in cases where design 

if h .b d . 11 db • t e expecte 11et1me o use o t e 1.f . f h d . I .b d . d 1 o t e prescn e eqwpment a owe y . 
11 

db h d . 1 et1me o t e ev1ce prescn e equipment oes not app y. 
h d · _,, Th" h Id b " eqwpment a owe y t e es1gn, as 

t e es1gn . 1s s ou e as 1. bl " . . opp 1ca e. 
applicable" as there may be devices and 
prescribed equipment that do not have a This would be another item for a potential 
design lifetime, but could last indefinitely workshop 
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# 

23. 

24. 

NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

:1 Document/ ,, 

Excerpt of 
Section ~ 

Industry Issue 

with proper care and repair. For 
example, self-shielded irradiators with 
non-moveable sources, industrial 
irradiators, or accelerators could fit in 
this category. 

Section 3.4, I Additional clarity sought regarding 
Part 04 servicing. 

Section 3.4, 
Part OS 

What if the manufacturer goes out of 
business or is no longer available at the 
time of renewal? Or, what if it was 
indicated that only the manufacturer can 
perform this function -- what would be 
the path forward for applicants 
submitting a renewal application? 

If users have a solid radiation protection 
program as deemed by the CNSC, that 
licensee should be allowed to service its 
own equipment if the regulator provides 
them with the process indicated on the 
certification process. Some exceptions 
may apply based on the complexity of the 
device. 

This section deals with transport of 
radioactive material. It seems to be 
related to devices which also act as the 
approved transport package. However, 
this is not always the case. The transport 
of the radioactive material should not be a 
part of the device registration but should 
remain separate as part of the Packaging 
and Transport Regulations, unless the 

Suggested Change (if applicable) 

Remove from Section 3.4 D4 the last half of 
the last sentence to read: 

"Provide the procedure for source 
replacement if applicable", eAd 
fRdfceted if this WA OR!y BC f}Crformed 
l:Jy the mem1fect1:1rer". 

Revise to allow licensees with mature 
radiation protection program to service their 
own equipment under some scenarios. 

Clarify section DS to specific this information 
is only needed if the device also acts as the 
transport package. 

11 
Major Comment/ 1 

Request/or 
Clarification 

Clarification 

Major 

Impact on Industry, if major comment 

For devices that do not act as transport packages, this 
requirement adds a significant and duplicate administrative 
burden on the applicant. 
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NBP Comments on draft REGDOC-1.5.1, Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

Suggested Change (if applicable) ! Major Comme·nt/ Impact on ln~ustry, ii major comment 
~. 

# Document/ lndusirv Issue < 

Excerpt of ' Request/or 
Section l 

ClarificatiQn 

device itself also acts as the transport 
package 

In addition, this section states such 
information is not required for particle 
accelerators that do not contain 
radioactive materials. This should be 
expanded to cover all devices/prescribed 
equipment that does not contains 
radioactive material when shipped (such 
as external beam therapy machines, 
industrial irradiators, etc.). 

25. Section 3.4, This section, as with Part 07, seems to be Add exclusion to this section for Major For devices that do not act as transport packages, this 
Part 06 directed to devices/prescribed devices/prescribed equipment shipped requirement adds a significant and duplicate administrative 

equipment that also acts as the transport without radioactive material incorporated. burden on the applicant. 
containers. However, there seems to be 
no exclusion for devices/prescribed 
equipment that is shipped without 
radioactive material. 

26. Section 3.6 Include a copy of the following Clarify the intent and requirement of this Clarification 
F3 documents~ if applicable: section. 

.. . 
This is another agenda item for a potential 

• United States Nuclear Regulatory workshop. 
Commission registration 

This requirement makes sense if the 
device was first certified in a foreign 
country, and more specifically the 
country of origin. However, it is not clear 
how this requirement will be 
implemented for Canadian made 
products that also have, or are in the 
process of obtaining, foreign 
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NBP Comments on draft REGDOC-1.5.1. Application Guide: Certification of Radiation Devices or Class II Prescribed Equipment 

# 
1 

Document/ i Industry l~sue Suggested Change (if applicable) . Major Comment/ {mpact on Industry, if major comment 
I 

l ·-~~ . 

Excerpt of ~~ 'j, , ~ ,. Request for I 

Section Clarification 

registrations. Would all foreign 
registrations need to be submitted for a 
renewal application? 
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