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NOTE TO: Allen Whiting, CNWRA 5
FROM: Philip Altomare, NRC ' t/‘/

SUBJECT: NRC RESPONSE TO 2/15/89 PA REORIENTATION QUESTIONS

The following comments were joint]y provided by DHLWM and OGC in response to
your 2/15/89 query.

1) TECHNICAL COMPONENTS OF PROOF AS A PROPOSED CONCEPT ,
In consideration of the proposed concept, NRC's CNWRA project management
and legal staff are disturbed that your proposal would mix what is stated
in the regulatory requirement with what is not stated in the regulatory
requirement. As a consequence you will ascribe equal weights to the
regulatory elements of proof (REOP) and the technical components of proof
as stated by your quote ""WHAT" must be demonstrated to prove compliance."

In developing the Program Architecture developmental process, if technical
components of proof (TCOP) define ""WHAT" must be demonstrated to prove
compliance," then the TCOP should be in the PURL as they will latter
become REOP's. If TCOP's do not define ""WHAT" must be demonstrated to
prove compIiance," then they do not belong in the REOP field, nor anywhere
else were they would convey a legal requirement.

2)  ASSESSMENT OF THE SIGNIFICANCE OF REGULATORY UNCERTAINTY
NRC's CNWRA project management staff agree that there may be risk in
exercising the mainstream PA development process when encountering
regulatory uncertainty. We furthermore agree that where there is a need
to reconcile uncertainties, in order to permit the PA analysis to proceed,
this reconciliation must be done expeditiously.

In this regard, 1t would be desirable for the Center to be able to employ
the Decision Support System (chapter 19 of the Center QA manual) or some

- other decision making apparatus that would help to judge the significance
of the respective uncertainties in terms of potential delay to PA
development. This would help to identify those uncertainties which
require NRC immediate attention.

It would also be desirable for the Center to report on those uncertainties
for which it considers "high risk." -Furthermore, it would be equally
desirable to have the Center report on those uncertainties it considers
low or marginal to keep NRC's staff appraised of developments in this
area.

T 8903030475 890302
POR WASTE
WM-11 FOC
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3)

4)

5)

To support this recommendation, we would 1ike to have ten (10) working
days to review and comment on those regulatory uncertainties you consider
"high-risk" so that we might advise you on how to proceed with the
analysis. Absent a response, you will proceed with the analysis based on
your recommendation.

For lTow-risk uncertainties and high-risk uncertainties reviewed by NRC,
PURL inputs are to be PA mainstreamed along with REOP's for the
existing regulatory requirement not affected by the uncertainty.

As previously stated, PURL's are to be 1imited to those which the analyst
considers could be best handled by changing the language of the rule but
is not expected to include a judgement regarding resources, risk
preferences, or time which are NRC's decisfon making responsibility.

Other uncertainties, not to be resolved by PURL's, still require the
identification of an uncertainty reduction methodology. Depending

upon what is subject to uncertainty (e.g. the regulatory requirement,
REOP's, CDM's, and/or IR's), the URM's will be limited to the uncertainty
itself and its subordinate components.

' SUGGESTED APPROACH

The five-step approach is appropriate with the following modifications:

Step 2: The Center will use the weighting factors for the major
milestone R8 analysis and report, as may be subsequently updated by NRC
and the Center. :

Step 3: The Center will recommend, based 6n the outcome of step #2,
those high-risk uncertainties requiring NRC review and allow NRC ten days
for review and comment.

Step 4: After ten working days, the Center will implement {its
recommendation, unless redirected by NRC.
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1. Proof of cowplisnce with & Regulatory Requirement must include (1) the
demonstration that the waate management aystem (or specific components)
satisfy the requiremants of the Regulatory Requirement (ths Regulatory
Elements of Proof) and (2) the dexonstration that the t\ridencs offered is
technically adequate (Techaical Components of Proof), “'Taken togethsr,
Regulatory Elements of Proof and Technical Cozponents of Proof defins
*WHAT" pust be demonstrated to prove compliance?” A trucial part of the PA
concept {8 tha hierarchical definition of the logical interrelationships
of "WHAT" is required for proof of compliance, It is highly desirable to
provide that definition in & single, Intugrated logic structure. This
provides the visibility necessary for clear understanding and application,
and makes poasible a consolidated input to the Format and Content Guids.
To satisfy the sbove, Technicsl Componente of Proof meed to be contained
in the same field as the Regulatory Elements of Proof with, of courss, a

means to clearly distinguish between the two. We wish to verify that this

appreach {s acceptable to the KRC,

2, 1In the presence of a Reg TN, there ave varying degrees of risk in

TN .
~ §. Suggested epproach to aveid psrception that the Center {s making
| decisions re epecific UN Reduction methed (e,g., rulemaking):

pureving the mainstream PA process. In some cases, risk may be
unaccepteble to NRC (e.g., Compliance Determinatien, Info Requ’ts, cost
and schedule estimates based on current GWIT rule could be valualess),
This suggests the nead for an early judgemant of the significance of esch
UN, either by NRC or by the Center or by the Center with NRC review, How
can this judgement of UN significance be expeditiously made? :

\ .

3. 1f a PURL iz prepared, is the developmont of FA ptoce"u mainstrean

inpute to be based on the FURL or on the existing rule? T~

4, We understand that & PURL 45 limited to the section{s) that are
expected to be impacted by rulemaking. Ise thie corract?

{Note that the solution to questicn 2, ahova, could be included in the
following approach.)
o~ o« l—\(‘-‘\h dle * ’
1., The Center would e« :
8. Define the desired outcome of the uncertainty reduction,
b. Identify reasonable alternative methods for achieving that

dre { i i outcome,
,‘ | €. Summarige the merite and drawbacks of each alternative, and
A0 < ! i d. Assess the attributes of the UNCERTAINTY (e.g., Importance,
PP - ‘ ' Time conetraints, Durebility, Impact on Site
(P o L., o Characterization), .
e \ 2. The NRC would assign weighting factors end eztablish the ranking
4‘,3' cf the UNCERTAINTY ralativae to other open uncertainties,
"nz‘ \ o~ 3. The NRC would select the raduction method to be used taking into
PRl W : consideraticn the nature of tha UNCERTAINTY and itz ranking,
RS Jot4. The Center would ecomplete tha plan for the conduct of
.c ":?, A" gppropriate NR activities [{.a,, complete secticns o through £
{’:w;so.‘d"-"j of Fleld 39 (process step 15) and process steps 16 - 22}. -

I thie approach acceptzble? If so, how can we ensure expeditious
completion of items 2 end 3¢
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