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ESAC Working Group
This report was prepared by the "ESAC Working Group XXXX" (ESAC WG), charged with conducting a detailed scientific peer review of the ECVAM XXXX study concerning XXXX. 
The ESAC WG had been set up by the ESAC during its meeting on XXXX. Basis for the scientific review was the ECVAM request to ESAC concerning the scientific review (ESAC request XXXX, see Annex 5).
The ESAC WG conducted the peer review from XXXX to XXXX. This report was endorsed by the ESAC WG on XXXX and represents the consensus view of the ESAC WG. 

This ESAC WG peer review consensus report was endorsed by the ESAC on XXXX.
The ESAC WG had the following members:
ESAC Secretariat:
· Dr. Claudius GRIESINGER (EC-ECVAM, ESAC Secretariat)

· XXXX (EC-ECVAM, specific support to ESAC Secretariat)

NOTE ON THIS REPORTING TEMPLATE

The template follows the ECVAM modular approach and allows at the same time for the description of the analysis and conclusions concerning more specific questions. The template was approved by the ESAC through written procedure on 29 October 2010.

The template can be used for various types of validation studies (e.g. prospective full studies, retrospective studies, performance-based studies and prevalidation studies). 

Depending on the study type and the objective of the study, not all sections may be applicable. However, for reasons of consistency and to clearly identify which information requirements have not been sufficiently addressed by a specific study, this template is uniformly used for the evaluation of validation studies.

· Explanatory notes to the paragraph titles (in green) have been added on 17 November 2010. These notes provide guidance on the type of information / analysis expected under each section. Depending on the purpose and scope of the study to be reviewed, some of the aspects mentioned in the explanatory notes may not be applicable or only be applicable to some extent. Moreover, the explanatory notes are not intended to represent an exhaustive list of possible issues to be addressed under the respective heading, but are thought to provide some guidance with respect to the considerations typically expected.

· For all of the template’s numbered sections the summary view of ESAC WG is given in bold followed by more detailed comments ("general observations" and "specific observations"). 
ABBREVIATIONS USED IN THE DOCUMENT
Formatting Examples below

· BLR


Between-laboratory reproducibility
· ECVAM


European Centre for the Validation of Alternative Methods

· ESAC


ECVAM Scientific Advisory Committee

· ESAC WG

ESAC Working Group
· GCCP 


Good Cell Culture Practice

· GLP


Good Laboratory Practice

· PC


Positive Control

· SOP


Standard Operating Procedure (used here as equivalent to 'protocol')

· VC


Vehicle Control

· VMT


Validation Management Team
· WLR


Within-laboratory reproducibility
Executive summary

Following a request from ECVAM to ESAC for peer review of and scientific advice on an ECVAM-coordinated XXXX study concerning XXXX, an ESAC Working Group (ESAC WG) was set up by ESAC. The ESAC WG was charged with conducting a detailed scientific peer review of this study which had addressed XXXX and assessed XXXX.

The ESAC WG met in person at ECVAM in XXXX and communicated further by email and teleconferences in XXXX. The ESAC WG reviewed the XXXX study reports on XXXX. The ESAC WG considered the scientific work presented was of XXXX quality, despite some weaknesses in XXXX.
TEXT TEXT TEXT

*******************************************************************
GENERAL NOTE ON FORMATTING

1. Please provide the summary conclusion at the beginning of each numbered section and format them in bold.

2. The more detailed remarks should then follow in normal font and may be structured in 

General observations

TEXT

Specific observations

TEXT

If bullet points are presented please use (a), (b), (c) formatting etc.

*******************************************************************
1. Data collection 

1.1 Information / data sources used

NOTE: (Pre)validation studies typically make use of existing data, e.g. either as reference data (prospective studies) or as reference data and testing data as well (retrospective study). Have other data been used during the studies that were not generated during the study? If yes, for which purpose (e.g. reference data etc.)? What were that data sources? 

1.2 Search strategy

NOTE: How was the search for existing data planned, organised and executed? Has a search strategy been described and consistently applied?

1.3 Selection criteria applied to the available information

NOTE: Have consistent evaluation/decision criteria been pre-defined and applied in order to select the data and has data selection been explained in a transparent manner?

2. Study objective and design

2.1 Clarity of the definition of the study objective

NOTE: Is the objective of the study clearly and comprehensibly defined? 

2.2 Analysis of the scientific rationale provided

NOTE: Is the scientific rationale for the test method AND (consequently) for conducting the study clearly explained? How does the test method contribute scientifically to the scientific understanding / prediction of the specified health/environmental effect or aspects of it?

2.3 Analysis of the regulatory rationale provided

NOTE: Is a regulatory rationale specified, i.e. a specific application of the test method for purposes of generating data with respect to regulatory requirements as specified in legislation or internationally agreed guidelines etc.? If so, how does the study and its objective and design relate to this regulatory rationale?

2.4 Appropriateness of the study design

NOTE: This includes an analysis of the selection of test items, the number of test items, the number of laboratories involved in the study, retesting in case of unqualified tests and other technical aspects of the study. 
2.5 Appropriateness of the statistical evaluation

NOTE: Are the statistical methods used for evaluating the study data appropriate. Is there a sufficient justification for the use of the methods chosen? Was the statistician independent from the test method submitter/developer?

3. Test definition (Module 1)
3.1 Quality and completeness of the overall test definition 

NOTE: This included an analysis of the description of the test system, the protocol, test acceptance criteria etc.

3.2 Quality of the background provided concerning the purpose of the test method

NOTE: What is the overall purpose of the test method (scientific use, regulatory application, guidelines, etc.)

3.3 Quality of the documentation and completeness of SOPs and prediction models

NOTE: Are the SOPs sufficiently detailed and complete? Are the prediction models sufficiently well explained to be applied in the correct manner?

4. Data quality

4.1 Overall quality of the evaluated data

NOTE: What is the quality of the data evaluated (testing data). 

4.2 Sufficiency of the evaluated data in view of the study objective

NOTE: Are the data and their quality sufficient in view of the stated objective of the study?
4.3 Quality of the reference data for evaluating reliability and relevance

NOTE: What is the quality of the reference data used? Are the data and their quality sufficient in view of the study objective? 

5. Test materials

5.1 Sufficiency of the number of evaluated test items in view of the study objective
NOTE: Is the number of test items tested during the study sufficient in order to draw conclusions with respect to the objective of the study? If not, are there reasons for deviations and are these explained and justified?

5.2 Representativeness of the test items with respect to applicability 

NOTE: Analysis of how well the test items were selected in order to gain – through empirical testing during the study – insight into the applicability domain / limitations of the test method OR analysis to which extent the test items used during the study map an applicability domain already known.

6. Within-laboratory reproducibility (Module 2)

6.1 Assessment of repeatability and reproducibility in the same laboratory

NOTE: How were repeatability and reproducibility assessed? Are the conclusions justified by the data as evaluated?

6.2 Conclusion on within-laboratory reproducibility as assessed by the study

NOTE: How was within-laboratory reproducibility assessed? Are the conclusions justified by the data as evaluated?

7. Transferability (Module 3)

7.1 Quality of design and analysis of the transfer phase

NOTE: Was the transfer phase appropriately planned, e.g. transfer instructions, training, minimum requirements, training SOP (if appropriate). Where evaluation / decision criteria defining a successful transfer established beforehand and consistently applied during the analysis?

7.2 Conclusion on transferability to a second laboratory as assessed by the study

NOTE: Are the conclusions justified by the data generated? Have critical issues that may impact on transferability been identified?

8. Between-laboratory reproducibility (Module 4)

8.1 Assessment of reproducibility in different laboratories

NOTE: How was reproducibility between laboratories assessed? 

8.2 Conclusion on reproducibility as assessed by the study

NOTE: Are the conclusions justified by the data generated?
9. Predictive capacity (Module 5) 

10. Applicability domain (Module 6) 

11. Performance standards (Module 7) 

12. Readiness for standardised use 

12.1 Assessment of the readiness for regulatory purposes

NOTE: Is the test method ready for regulatory purposes? If yes, why? If no – what impediments currently exclude application for regulatory purposes?

12.2. Assessment of the readiness for other uses 

NOTE: Is the test method ready for other uses (e.g. screening purposes, testing to gain mechanistic insight, to generate supportive information for hazard/risk assessment).

12.3 Critical aspects impacting on standardised use

Note: What are the factors that may impact on standardised use (in regulatory or non-regulatory settings)?

12.4 Gap analysis

NOTE: Identify, if appropriate, gaps in the study design and/or execution that impact on the stated study objective or the conclusions drawn.

13. Other considerations

NOTE: Please address any other consideration you might have in relation to the proposed approach under this section.
14. Conclusions on the study
NOTE: This section should presents an overview over the study results and conclusions as described in the study reports (subsection 14.1), discuss to which extent the conclusions drawn in the study reports are justified by the study results on their own (subsection 14.2) and evaluate to which extent the conclusions are plausible with respect to other information (subsection 14.3). 

14.1 Summary of the results and conclusions of the study
14.1.1 Test items

14.1.2 Summary of study results

14.2 Extent to which study conclusions are justified by the study results alone

14.3 Extent to which conclusions are plausible in the context of existing information

15. Recommendations
Note: This section should provide recommendations on the test method (e.g. further work, possible use) and their constituting elements (e.g. test system, prediction model, SOP).

15.1 General recommendations concerning the SHE assays
15.2 Recommendations for improvement of the SOPs associated with the SHE assays

16. References

References in font size 10 point.

Formatting examples:

Barrett JC and Ts'o PO (1978) Relationship between somatic mutation and neoplastic transformation. Proc. Natl. Acad. Sci. USA, 75: 3297-301.

Combes R, Balls M, Curren R, Fischbach M, Fusenig N, Kirkland D, Lasne A, Landolph J, LeBoeuf R, Marquardt H, McCormick J, Mueller L, Rivedal E, Sabbioni E, Tanaka N, Vasseur P and Yamasaki H (1999) Cell transformation assay as predictors of human carcinogenicity. Alter. Lab. Anim., 27: 745-67. 

NTP, NTP website at http://www.ntp-server.niehs.nih.gov.

OECD (2005) Guidance document on the validation and international acceptance of new or updated test methods for hazard assessment. OECD Series on testing and assessment Nr. 34.
17. Annexes
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� OECD guidance document Nr. 34 on validation defines relevance as follows: "Description of relationship of the test to the effect of interest and whether it is meaningful and useful for a particular purpose. It is the extent to which the test correctly measures or predicts the biological effect of interest. Relevance incorporates consideration of accuracy (concordance) of a test method."
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