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C1 GENERAL

This appendlx contains- modifications of requrrements and descnptlons umque to work conducted for the
" MGDS. Modifications provided relate to specific sections or supplements. In those cases when a section | or
supplement requires no modification, reference to the secuon or supplement is ommed '

© C2 REQUIREMENTS '

C.2 1- Modifi catlon of QARD Section 2.0, Quahty Assurance Program

A. The use of expert ellcn:mon may be considered when one or more of the followmg condmons exlst
| PR Empmcal data are not reasonably obtamable. or the analyses are not pracucal to perform ;
S 2 ‘ VUncertamtles are large and srgmﬁcant toa demonstratlon of regulatory complmnce |
A. 3 : :More than one conceptual model i is permmed by the avallable data; or
4. Techmcal interpretations are required to properly assess the knowledge and uncertainty,in -
data, processes, and models o :
B. | In conductmg an expert ellcnauon. a systematlc process for its conduct shall be implemented,

. including appropriate issue-focused workshops, so that the results of the, ellcnauon accurately reflect
. data, process. and model uncertamty : ‘

; ‘I'he systemauc elxcrtanon process shall consist of the followmg steps

1.  The objecuves are explicitly deﬁned to reﬂect aclear understandmg of how the judgments
. wrll be used ) : . S
" 2. Potenual conﬂlcts of interest and cntena used to select subject-matter experts are
' documented : A ‘
3. | The generallst and normative experts work w:th the subject-maner experts or expert teams

o decompose the objecuves of the assessment into focused subxssues

4.  Background information, including qualified, accepted, and existing data, i is assembled and
provided to the subject-matter expens without blas before the ehcntauon

!

5..  Pre-licitation trammg is provnded to the subject-matter experts ' r

o
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6. The eltcnatzon mtervrews are structured ina consistent manner, consudenng the specnﬁc
.. ~tssues for whtch assessments are required.

v

7. . Post-elicitation feedback is provided before the subject-matter experts complete the final -
documentatton of thetr assessments S

“ -

8. The process of aggregatmg expen assessments ls clearly descnbed mcludmg the tndmdual
_expert's uncertainties and the aggregate uncertainty of multiple experts ‘

9 Documentatton of the eltcrtatton process is assembled

" C. . Newdata shall be reviewed to deterrmne relevance wrth respect to the experts’ assessments. tncludmg .
' the need for reassessment ' : :

i,

D. Software which has not been quahﬁed in accordance with Supplement Iand extstmg data may be
" used in the expent elicitation process. The results of the expert elicitation are considered qualified;
“however, the expert elicitation process is not consndered a method for the quahﬁcatlon of software or
existing data used as mput : '

C 22 Modlfieatton of QARD Section 4 0 Proeurement Document Control
. Asan altemattve to requiring a documented QA program (see Subsectton 4.2.1C) for suppliers of analytical
secvices (measurement of properties or other charactérization of samples) supporting s;tenttﬁc mvesttgattons.
these procurements may be controlled in accordance with Appendix C.2.3° :

C.23 Modiﬂwtlon of QARD Sectlon 7 9, Control of Purchased ltems and Services

Where analyttcal services in support of sctenttﬁc mvesttgatton are obtained, the followmg requtrements are an '
~ acceptable altemnative to the requirements of Sectton 7.0. The purchaser shall: :

A Prior to lssumg the procurement document, develop a documented quahty control sample plan that
descnbes . :

1. The number of quality control samples and approach to be used for submtttmg these (bltnd
' _ dupltcate sptke. ete.). v :

2 | ~ The preparatton and analysts of quality control samples or tdenttﬁcatton of the source, €.8.,
- nattonally recogmzed standards. - ‘

-3 - Acceptanoe cntena. '

' 4._‘ ‘ . How the number of quahty control samples, the approach and acceptance cntena provrde
confidence in the accuracy/precision of the data. :

B. Ensurethat quality eontrol analytical results are recetved and evaluated agatnst acceptance cntena. .
" prior to use of data. . .o
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‘C. ©  Ensure that data, quality control analyucal results the quahty control snmple plan and evaluatnon
documematlon are submitted as QA records

~

Specml processes associated wnth work products specified in work controllingy docunients-(such as job
. packages or work requests) shall comply with the reqmrements specnﬁed in Section 9.0, Control of Special
Processes ' : , '

| cas Modification onARD Section 100 lnspectlons

If required by work controllmg documents (such as _|ob pnckagcs or work requests) work products shall be
_subject to inspection in accord:mce with Section 10.0 of the QARD ce o

I C2.6 'Modtﬁcation of QARD Sectxon 15.0, Nonconformanoes

; Nonconformmg products resultmg from actwmes specified in work controllmg documents (such as _]Ob
. packages or work requests) shall be documented. evaluated, identified. segregated and dtsposmoned in
_ accordance with Secnon 15.0, Nonconformances. of this QARD , ,
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