	
V1.1 Nonclinical Study Report Template for Repeat‑Dose Toxicology Studies
About This Template & Template Disclaimer
This is a nonclinical study report template provided for voluntary use. Company specific information may be included as appropriate. The use of this template is at the discretion of the user. 
These materials are provided 'AS IS' WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESSED OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, OR NON‑INFRINGEMENT. BioCelerate and its members do not accept any responsibility for any loss of any kind including loss of revenue, business, anticipated savings or profits, loss of goodwill or data, or for any indirect consequential loss whatsoever to any person using these materials or acting or refraining from action as a result of the information contained in these materials. Any party using these materials bears sole and complete responsibility for ensuring that the materials, whether modified or not, are suitable for the particular use and are accurate, current, commercially reasonable under the circumstances, and comply with all applicable laws and regulations.
Nothing in this template should be construed to represent or warrant that persons using this template have complied with all applicable laws and regulations. All individuals and organizations using this template bear responsibility for complying with the applicable laws and regulations for the relevant jurisdiction.
Components of the Study Report Template
· Individual Sections contain study report information common to most standard single-dose or repeat-dose toxicity.
Core Backbone Headings
· For reference and mapping purposes, Level 1 and 2 headings are generally intended to be consistent across study reports that use the template.
· The headings and order of sections are designed to generally align with and link to the companion protocol template; however, only relevant sections should be maintained in the report.  
Formatting and Text Conventions
· Common Text: Black font is common or suggested language that can be harmonized across the protocol and the report templates. This text can be used as written to maintain consistency across template users but can be adapted if required.
· Instructional Text: Red italicized text is intended to aid in authoring of the study report in this template. At times, example variables may be provided within instructional text for illustration purposes. All language should be reviewed to ensure it is appropriate for the specific study, and if not, be customized or altered as necessary.
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[bookmark: _Toc94085228]Approval
Delete or add signature lines based on company specific requirements. 

The signature below <OR on the last page of the document> acknowledges the Study Director’s responsibility to the study as defined by the relevant GLP regulations.

The signature below <OR on the last page of the document> indicates that the Study Director approves the study report.
	Date:	
[Insert Name, Credentials]
Study Director
[bookmark: _Toc94085229]
Summary 
[bookmark: _Toc44320489][bookmark: _Toc44324259][bookmark: _Toc55894989][bookmark: _Toc56145735][bookmark: _Hlk44396114]The summary defines the basic/high level elements of the study objectives, study design, and all test article-related effects, typically introducing the most impactful findings first and organizing information in an integrated manner based on organ systems and correlating effects. This section should include important findings across the study that are relevant to risk assessment (for example, all deaths and other non-test article-related findings potentially important to the MOA or requiring extensive consideration) and clarify interpretations and/or significance of findings in relationship to one another. Where applicable and where feasible, a determination of and supporting justification for whether the finding is adverse should be provided in this section. This section should contain sufficient detail to allow the reader to understand the identified target organs or effects and which findings are considered adverse or non-tolerated, leading the reader to understand the basis for setting of the NOAEL.  A conclusion statement should be included that is short and concise and identifies the no-observed-adverse-effect-level (NOAEL) and may include the following: Mortality/lethal dose, target organ toxicities, the Cmax and AUC at the NOAEL
[bookmark: _Toc94085230]Discussion (optional)

The Discussion Section is optional and should provide information to further contextualize the study findings, the MOA/pharmacology of the test article, and/or may include references to literature to support this.  The Discussion Section should not be a copy/paste of the Summary Section.  
[bookmark: _Toc94085231]Objective
Restate the study objective section from the protocol, change tense as appropriate. 
[bookmark: _Toc94085232]Experimental Design 
Copy Experimental Design table from protocol 
	Group No.
	Test Article or Vehicle
	Dose Level (mg/kg/day)
	Dose Volume (mL/kg)
	Concentration (mg/mL)
	No. of Animals
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	- = not applicable.


[bookmark: _Toc536792211][bookmark: _Toc536792702][bookmark: _Toc94085233]Study Schedule
	[Update to include the actual study dates rather than proposed] 
Schedule detail may vary based on study/sponsor/CRO needs.  

	Study Initiation Date (date protocol signed): 
	Date

	Experimental Start Date (date of first data collection):
	Date

	Dosing Start Date:
	Date

	Dosing End Date:
	Date

	Experimental Completion Date (date of last data collected): 
	Date


[bookmark: _Toc94085234] Sponsor/Test Facility/Test Site Information
[bookmark: _Hlk55837378][Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085235]Key Personnel
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol. There may be variations as to the amount of personal identifiable information that is included based on CRO/Sponsor agreements]
Materials and Methods
For the Level 1 headers, copy corresponding section from Protocol and change tense as appropriate OR a link to the corresponding protocol section (current protocol including amendments) will be included and the link to the Level 1 headers for each section will be used to navigate to the Level 2 or Level 3 headers that fall within that section. If there are changes to the study not reflected in the amended protocol, be sure to bring them forward in the appropriate section of the report (e.g., animal replacement, notes to file, deviations, etc.).  
[bookmark: _Toc94085236]Test Item/Article and Vehicle Control Item/Article 
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol. Link to Certificate of Analysis and/or other test item/article information as appropriate.]
[bookmark: _Toc94085237]Dose Formulation
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085238]Test System and Husbandry 
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085239]Experimental Design
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc536792246][bookmark: _Toc536792737][bookmark: _Toc525270449][bookmark: _Toc536792251][bookmark: _Toc536792742][bookmark: _Toc536792252][bookmark: _Toc536792743][bookmark: _Toc536792253][bookmark: _Toc536792744][bookmark: _Toc536792088][bookmark: _Toc536792254][bookmark: _Toc536792745][bookmark: _Toc536792258][bookmark: _Toc536792259][bookmark: _Toc536792749][bookmark: _Toc525270483][bookmark: _Toc525270484][bookmark: _Toc536792262][bookmark: _Toc536792751][bookmark: _Toc536792263][bookmark: _Toc536792752][bookmark: _Toc536792272][bookmark: _Toc536792761][bookmark: _Toc536792306][bookmark: _Toc536792795][bookmark: _Toc536792307][bookmark: _Toc536792796][bookmark: _Toc536792308][bookmark: _Toc536792797][bookmark: _Toc94085240]In-life Observations and Procedures 
[bookmark: _Toc536792319][bookmark: _Toc536792808][bookmark: _Toc536792128][bookmark: _Toc536792322][bookmark: _Toc536792811][bookmark: _Toc536792130][bookmark: _Toc536792324][bookmark: _Toc536792813][Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]

[bookmark: _Toc94085241]Clinical Pathology
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc536792326][bookmark: _Toc536792815][bookmark: _Toc94085242]Bioanalysis 
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085243]Toxicokinetic Evaluation
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc536792342][bookmark: _Toc536792831][bookmark: _Toc536792343][bookmark: _Toc536792832][bookmark: _Toc536792344][bookmark: _Toc536792833][bookmark: _Toc536792369][bookmark: _Toc536792858][bookmark: _Toc536792370][bookmark: _Toc536792859][bookmark: _Toc536792371][bookmark: _Toc536792860][bookmark: _Toc536792372][bookmark: _Toc536792861][bookmark: _Toc536792373][bookmark: _Toc536792862][bookmark: _Toc536792374][bookmark: _Toc536792863][bookmark: _Toc536792375][bookmark: _Toc536792864][bookmark: _Toc536792376][bookmark: _Toc536792865][bookmark: _Toc536792377][bookmark: _Toc536792866][bookmark: _Toc536792378][bookmark: _Toc536792867][bookmark: _Toc536792379][bookmark: _Toc536792868][bookmark: _Toc536792380][bookmark: _Toc536792869][bookmark: _Toc536792381][bookmark: _Toc536792870][bookmark: _Toc536792382][bookmark: _Toc536792871][bookmark: _Toc536792383][bookmark: _Toc536792872][bookmark: _Toc536792384][bookmark: _Toc536792873][bookmark: _Toc536792385][bookmark: _Toc536792874][bookmark: _Toc536792386][bookmark: _Toc536792875][bookmark: _Toc536792387][bookmark: _Toc536792876][bookmark: _Toc536792388][bookmark: _Toc536792877][bookmark: _Toc536792389][bookmark: _Toc536792878][bookmark: _Toc536792390][bookmark: _Toc536792879][bookmark: _Toc536792391][bookmark: _Toc536792880][bookmark: _Toc536792392][bookmark: _Toc536792881][bookmark: _Toc536792393][bookmark: _Toc536792882][bookmark: _Toc536792394][bookmark: _Toc536792883][bookmark: _Toc536792395][bookmark: _Toc536792884][bookmark: _Toc536792396][bookmark: _Toc536792885][bookmark: _Toc536792397][bookmark: _Toc536792886][bookmark: _Toc536792398][bookmark: _Toc536792887][bookmark: _Toc536792399][bookmark: _Toc536792888][bookmark: _Toc536792400][bookmark: _Toc536792889][bookmark: _Toc536792401][bookmark: _Toc536792890][bookmark: _Toc536792402][bookmark: _Toc536792891][bookmark: _Toc536792403][bookmark: _Toc536792892][bookmark: _Toc536792404][bookmark: _Toc536792893][bookmark: _Toc536792405][bookmark: _Toc536792894][bookmark: _Toc536792406][bookmark: _Toc536792895][bookmark: _Toc536792407][bookmark: _Toc536792896][bookmark: _Toc536792408][bookmark: _Toc536792897][bookmark: _Toc536792409][bookmark: _Toc536792898][bookmark: _Toc536792410][bookmark: _Toc536792899][bookmark: _Toc536792411][bookmark: _Toc536792900][bookmark: _Toc536792412][bookmark: _Toc536792901][bookmark: _Toc536792413][bookmark: _Toc536792902][bookmark: _Toc536792414][bookmark: _Toc536792903][bookmark: _Toc536792415][bookmark: _Toc536792904][bookmark: _Toc536792416][bookmark: _Toc536792905][bookmark: _Toc536792417][bookmark: _Toc536792906][bookmark: _Toc536792418][bookmark: _Toc536792907][bookmark: _Toc536792419][bookmark: _Toc536792908][bookmark: _Toc536792420][bookmark: _Toc536792909][bookmark: _Toc536792421][bookmark: _Toc536792910][bookmark: _Toc536792422][bookmark: _Toc536792911][bookmark: _Toc536792423][bookmark: _Toc536792912][bookmark: _Toc536792424][bookmark: _Toc536792913][bookmark: _Toc536792425][bookmark: _Toc536792914][bookmark: _Toc536792426][bookmark: _Toc536792915][bookmark: _Toc536792427][bookmark: _Toc536792916][bookmark: _Toc536792428][bookmark: _Toc536792917][bookmark: _Toc536792429][bookmark: _Toc536792918][bookmark: _Toc536792430][bookmark: _Toc536792919][bookmark: _Toc536792431][bookmark: _Toc536792920][bookmark: _Toc536792432][bookmark: _Toc536792921][bookmark: _Toc536792433][bookmark: _Toc536792922][bookmark: _Toc536792434][bookmark: _Toc536792923][bookmark: _Toc536792435][bookmark: _Toc536792924][bookmark: _Toc536792436][bookmark: _Toc536792925][bookmark: _Toc536792437][bookmark: _Toc536792926][bookmark: _Toc536792438][bookmark: _Toc536792927][bookmark: _Toc536792439][bookmark: _Toc536792928][bookmark: _Toc536792440][bookmark: _Toc536792929][bookmark: _Toc536792441][bookmark: _Toc536792930][bookmark: _Toc536792442][bookmark: _Toc536792931][bookmark: _Toc536792443][bookmark: _Toc536792932][bookmark: _Toc536792444][bookmark: _Toc536792933][bookmark: _Toc536792445][bookmark: _Toc536792934][bookmark: _Toc536792446][bookmark: _Toc536792935][bookmark: _Toc536792447][bookmark: _Toc536792936][bookmark: _Toc536792448][bookmark: _Toc536792937][bookmark: _Toc536792473][bookmark: _Toc536792962][bookmark: _Toc536792474][bookmark: _Toc536792963][bookmark: _Toc536792475][bookmark: _Toc536792964][bookmark: _Toc536792477][bookmark: _Toc536792966][bookmark: _Toc536792478][bookmark: _Toc536792967][bookmark: _Toc536792480][bookmark: _Toc536792969][bookmark: _Toc536792481][bookmark: _Toc536792970][bookmark: _Toc536792482][bookmark: _Toc536792971][bookmark: _Toc536792483][bookmark: _Toc536792972][bookmark: _Toc536792484][bookmark: _Toc536792973][bookmark: _Toc536792485][bookmark: _Toc536792974][bookmark: _Toc536792486][bookmark: _Toc536792975][bookmark: _Toc536792487][bookmark: _Toc536792976][bookmark: _Toc536792488][bookmark: _Toc536792977][bookmark: _Toc536792489][bookmark: _Toc536792978][bookmark: _Toc536792490][bookmark: _Toc536792979][bookmark: _Toc536792491][bookmark: _Toc536792980][bookmark: _Toc536792492][bookmark: _Toc536792981][bookmark: _Toc536792493][bookmark: _Toc536792982][bookmark: _Toc536792494][bookmark: _Toc536792983][bookmark: _Toc536792495][bookmark: _Toc536792984][bookmark: _Toc536792496][bookmark: _Toc536792985][bookmark: _Toc536792498][bookmark: _Toc536792987][bookmark: _Toc536792499][bookmark: _Toc536792988][bookmark: _Toc536792500][bookmark: _Toc536792989][bookmark: _Toc536792501][bookmark: _Toc536792990][bookmark: _Toc536792502][bookmark: _Toc536792991][bookmark: _Toc536792503][bookmark: _Toc536792992][bookmark: _Toc536792504][bookmark: _Toc536792993][bookmark: _Toc536792507][bookmark: _Toc536792996][bookmark: _Toc536792508][bookmark: _Toc536792997][bookmark: _Toc536792509][bookmark: _Toc536792998][bookmark: _Toc536792510][bookmark: _Toc536792999][bookmark: _Toc536792511][bookmark: _Toc536793000][bookmark: _Toc536792512][bookmark: _Toc536793001][bookmark: _Toc536792513][bookmark: _Toc536793002][bookmark: _Toc536792514][bookmark: _Toc536793003][bookmark: _Toc536792515][bookmark: _Toc536793004][bookmark: _Toc536792516][bookmark: _Toc536793005][bookmark: _Toc536792517][bookmark: _Toc536793006][bookmark: _Toc536792518][bookmark: _Toc536793007][bookmark: _Toc536792519][bookmark: _Toc536793008][bookmark: _Toc536792520][bookmark: _Toc536793009][bookmark: _Toc536792521][bookmark: _Toc536793010][bookmark: _Toc536792522][bookmark: _Toc536793011][bookmark: _Toc536792523][bookmark: _Toc536793012][bookmark: _Toc536792524][bookmark: _Toc536793013][bookmark: _Toc536792525][bookmark: _Toc536793014][bookmark: _Toc536792526][bookmark: _Toc536793015][bookmark: _Toc536792527][bookmark: _Toc536793016][bookmark: _Toc536792528][bookmark: _Toc536793017][bookmark: _Toc536792529][bookmark: _Toc536793018][bookmark: _Toc536792532][bookmark: _Toc536793021][bookmark: _Toc536792533][bookmark: _Toc536793022][bookmark: _Toc536792534][bookmark: _Toc536793023][bookmark: _Toc536792535][bookmark: _Toc536793024][bookmark: _Toc536792536][bookmark: _Toc536793025][bookmark: _Toc536792537][bookmark: _Toc536793026][bookmark: _Toc536792538][bookmark: _Toc536793027][bookmark: _Toc536792539][bookmark: _Toc536793028][bookmark: _Toc536792540][bookmark: _Toc536793029][bookmark: _Toc536792541][bookmark: _Toc536793030][bookmark: _Toc536792542][bookmark: _Toc536793031][bookmark: _Toc536792543][bookmark: _Toc536793032][bookmark: _Toc536792544][bookmark: _Toc536793033][bookmark: _Toc536792545][bookmark: _Toc536793034][bookmark: _Toc536792546][bookmark: _Toc536793035][bookmark: _Toc536792547][bookmark: _Toc536793036][bookmark: _Toc536792548][bookmark: _Toc536793037][bookmark: _Toc536792549][bookmark: _Toc536793038][bookmark: _Toc536792550][bookmark: _Toc536793039][bookmark: _Toc536792551][bookmark: _Toc536793040][bookmark: _Toc536792552][bookmark: _Toc536793041][bookmark: _Toc536792553][bookmark: _Toc536793042][bookmark: _Toc536792578][bookmark: _Toc536793067][bookmark: _Toc536792579][bookmark: _Toc536793068][bookmark: _Toc536792580][bookmark: _Toc536793069][bookmark: _Toc536792581][bookmark: _Toc536793070][bookmark: _Toc536792582][bookmark: _Toc536793071][bookmark: _Toc536792583][bookmark: _Toc536793072][bookmark: _Toc536792584][bookmark: _Toc536793073][bookmark: _Toc536792585][bookmark: _Toc536793074][bookmark: _Toc536792586][bookmark: _Toc536793075][bookmark: _Toc536792587][bookmark: _Toc536793076][bookmark: _Toc536792588][bookmark: _Toc536793077][bookmark: _Toc536792589][bookmark: _Toc536793078][bookmark: _Toc536792590][bookmark: _Toc536793079][bookmark: _Toc536792591][bookmark: _Toc536793080][bookmark: _Toc536792592][bookmark: _Toc536793081][bookmark: _Toc536792593][bookmark: _Toc536793082][bookmark: _Toc536792594][bookmark: _Toc536793083][bookmark: _Toc536792595][bookmark: _Toc536793084][bookmark: _Toc536792596][bookmark: _Toc536793085][bookmark: _Toc536792597][bookmark: _Toc536793086][bookmark: _Toc536792598][bookmark: _Toc536793087][bookmark: _Toc536792599][bookmark: _Toc536793088][bookmark: _Toc536792600][bookmark: _Toc536793089][bookmark: _Toc536792601][bookmark: _Toc536793090][bookmark: _Toc536792603][bookmark: _Toc536793092][bookmark: _Toc536792604][bookmark: _Toc536793093][bookmark: _Toc536792605][bookmark: _Toc536793094][bookmark: _Toc536792606][bookmark: _Toc536793095][bookmark: _Toc536792607][bookmark: _Toc536793096][bookmark: _Toc536792608][bookmark: _Toc536793097][bookmark: _Toc536792610][bookmark: _Toc536793099][bookmark: _Toc536792611][bookmark: _Toc536793100][bookmark: _Toc536792613][bookmark: _Toc536793102][bookmark: _Toc536792614][bookmark: _Toc536793103][bookmark: _Toc536792615][bookmark: _Toc536793104][bookmark: _Toc536792616][bookmark: _Toc536793105][bookmark: _Toc536792617][bookmark: _Toc536793106][bookmark: _Toc536792618][bookmark: _Toc536793107][bookmark: _Toc536792619][bookmark: _Toc536793108][bookmark: _Toc536792620][bookmark: _Toc536793109][bookmark: _Toc536792621][bookmark: _Toc536793110][bookmark: _Toc536792622][bookmark: _Toc536793111][bookmark: _Toc536792623][bookmark: _Toc536793112][bookmark: _Toc536792624][bookmark: _Toc536793113][bookmark: _Toc536792625][bookmark: _Toc536793114][bookmark: _Toc536792626][bookmark: _Toc536793115][bookmark: _Toc536792627][bookmark: _Toc536793116][bookmark: _Toc536792628][bookmark: _Toc536793117][bookmark: _Toc536792629][bookmark: _Toc536793118][bookmark: _Toc536792630][bookmark: _Toc536793119][bookmark: _Toc536792631][bookmark: _Toc536793120][bookmark: _Toc536792632][bookmark: _Toc536793121][bookmark: _Toc536792633][bookmark: _Toc536793122][bookmark: _Toc536792634][bookmark: _Toc536793123][bookmark: _Toc536792635][bookmark: _Toc536793124][bookmark: _Toc536792636][bookmark: _Toc536793125][bookmark: _Toc536792637][bookmark: _Toc536793126][bookmark: _Toc536792638][bookmark: _Toc536793127][bookmark: _Toc536792639][bookmark: _Toc536793128][bookmark: _Toc536792640][bookmark: _Toc536793129][bookmark: _Toc536792641][bookmark: _Toc536793130][bookmark: _Toc536792642][bookmark: _Toc536793131][bookmark: _Toc536792643][bookmark: _Toc536793132][bookmark: _Toc536792644][bookmark: _Toc536793133][bookmark: _Toc536792645][bookmark: _Toc536793134][bookmark: _Toc536792646][bookmark: _Toc536793135][bookmark: _Toc536792647][bookmark: _Toc536793136][bookmark: _Toc94085244]Other Testing
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085245]Terminal Procedures
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085246]Histology and Histopathology
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085247]Pathology Peer Review
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085248]Data Evaluation and Statistical Analysis
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085249]Regulatory Information 
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085250]Quality Assurance 
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085251]Animal Welfare 
[bookmark: _Toc536792661][bookmark: _Toc536793150][bookmark: _Toc536792663][bookmark: _Toc536793152][bookmark: _Toc536792667][bookmark: _Toc536793156][Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085252]Major Computer Systems 
[bookmark: _Toc207012974][bookmark: _Toc207000357][bookmark: _Toc196211895][Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
or
populate table below with computer systems used in the study if different from protocol
List the major computerized systems were used in the study. 
	System Name
	Description of Data Collected and/or Analyzed

	
	

	
	


[bookmark: _Toc94085253]Deviations
Include impactful deviations as appropriate.  Deviations may also be added to the appropriate section when it provides value to the reader in more easily reconstructing the study. 
	Deviation 
	Impact to Study 

	
	

	
	

	
	


[bookmark: _Toc94085254]Retention of Records, Samples and Specimens
[Copy corresponding section from Protocol and change tense as appropriate OR include a hyperlink to corresponding section of Protocol]
[bookmark: _Toc94085255]RESULTS 
For each section below, the author will link directly to the applicable Contributing Report Results Section and may also include a high-level summary. Repetition of text from the Contributor Report should be avoided.
For those results that are interpreted by the Study Director and not accompanied by a Contributing Report, a summary and link to the results tables/figures will be included. 
The Results section should provide an understanding of the results observed for each protocol endpoint and the supporting detail that facilitates the further integration and interpretation of the study data in the Summary (and Discussion, if used) sections.  Include the relationship of findings or lack thereof to the test article and provide the interpretation of the findings relevant to the study objective as appropriate.  
Content should adequately convey the information that provides the basis for interpretations (e.g., target organ identification), and establish correlations to any companion parameters or endpoints that are clearly interrelated (i.e., food consumption and body weight reductions, ALT increases and liver necrosis, etc.).  
When a summary of results is included from Contributor Reports, text should ideally be selected from these reports directly and not re-written (when possible).  
Delete the results sections that are not applicable to your study and add sections if appropriate.
[bookmark: _Toc94085256]Test Item/Article Formulation and Analyses Verification
[Link to applicable Contributor Report]
AND/OR
Include summary of results
[bookmark: _Toc94085257]In-life Observations/Measurements
[bookmark: _Toc94085258]Mortality
Include summary of results. 
Mortality data are presented in Table <> OR included in Appendix <>.
[bookmark: _Toc94085259]Clinical Observations 
Include summary of results. 
An incidence summary of clinical observations is presented in Table <>.  Individual animal clinical observations are included in Appendix <>.
[bookmark: _Toc94085260]Body Weight
Include summary of results.

Group mean body weight data are presented in Table <>.  Group mean body weight change data are presented in Table <>.  Individual animal body weight data are included in Appendix <>.  Individual animal body weight change data are included in Appendix <>.

[bookmark: _Toc94085261]Food Consumption
[bookmark: _Hlk36662364]Include summary of results. 
Group mean food consumption data are presented in Table <>.  Individual animal food consumption data are included in Appendix <>.
[bookmark: _Toc94085262]Ophthalmic Examinations
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
Ophthalmic findings are presented in Table <>.  Individual data are included in Appendix <>.
[bookmark: _Toc94085263]Veterinary Examinations 
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
Veterinary examination findings are presented in Table <>.  Individual data are included in Appendix <>.
[bookmark: _Toc94085264]Veterinary Treatments
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results.
 Individual veterinary treatment data are included in Appendix <>.

[bookmark: _Toc94085265]Safety Pharmacology (Cardiovascular, Respiratory, CNS)
[bookmark: _Hlk36662188][Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085266]Clinical Pathology 
[bookmark: _Toc94085267]Hematology 
[bookmark: _Hlk55838927][Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
Group mean hematology data are presented in Table <>.  Individual hematology data are included in Appendix <>.

[bookmark: _Toc94085268]Coagulation
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results.
Group mean coagulation data are presented in Table <>.  Individual coagulation data are included in Appendix <>.

[bookmark: _Toc94085269]Clinical Chemistry
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results.
Group mean clinical chemistry data are presented in Table <>.  Individual clinical chemistry data are included in Appendix <>.

[bookmark: _Toc94085270]Urinalysis 
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results.
Group mean urinalysis data are presented in Table <>.  Individual urinalysis data are included in Appendix <>.

[bookmark: _Toc94085271]Bioanalytical 
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085272]Toxicokinetics 
[bookmark: _Hlk36663153][Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085273]<Other Testing>
Use this section to describe other, non‑standard testing and results (e.g. Micronucleus testing, Toxicogenomics, Biomarkers, Immunotoxicology, ADA).   
 [Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085274]Anatomic Pathology
[bookmark: _Toc94085275]Organ Weight
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085276]Macroscopic Observations
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085277]Microscopic Findings
[Link to applicable Contributor Report and/or Tables within the Contributor Report]
AND/OR
Include summary of results. 
[bookmark: _Toc94085278]References
Insert numbered references cited elsewhere within this document in a generally accepted format.



[bookmark: _Toc94085279]Abbreviations
The Abbreviation Table is considered optional.  Terms may be abbreviated, and acronyms may be used to avoid repeating a phrase or long word many times in a document.  If an abbreviation is used 3 or fewer times, consider spelling it out instead of abbreviating it.  

	LIST OF ABBREVIATIONS AND DEFINITIONS OF TERMS

	Abbreviation
	Definition

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	



[bookmark: _Toc94085280]
QUALITY ASSURANCE STATEMENT
Update the QA Statement to fit the needs of the specific organization.
	Phase Inspected
	Audit/Inspection Date
	Reporting Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


The signature below indicates that the Quality Assurance personnel approves the Quality Assurance Statement.
	Date:	
[Insert Name, Credentials]
<Quality Assurance>


[bookmark: _Toc94085281]Tables
Tables generally will include summary data tables that are appended to the Study Report such as clinical observations, body weight, and food consumption.  
[bookmark: _Toc94085282]Appendices 
Appendices generally will include the following:
· The most current version of the protocol
· Individual animal data listings such as clinical observations, body weight, and food consumption
· Contributing Scientist Reports including relevant summary data tables and individual animal listings 
· Test Article documentation (e.g., certificate of analysis)
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