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Introduction
This template is intended for use in both constructing the biocompatibility section for a  medical device premarket application/submission that contains testing from an ASCA-accredited test lab, and in being a resource of medical device premarket regulations. This template is only used for constructing the biocompatibility section that contains testing from an ASCA-accredited test lab, not the entire application or submission.  Once complete, this section should be included with the rest of your application or submission.
Key
Before entering a question or section, assistive technology will state whether the question or section is complete or incomplete, and also whether the question or section is required or optional.  When a red bar is present on screen, the assistive technology will indicate the question or section is required and incomplete.
When a green bar is present on screen, the assistive technology will indicate the question or section is required and complete.
When a gray bar is present on screen, the assistive technology will indicate the question or section is optional.
?
Buttons immediately following question are help text buttons, which will provide help in the form of text, links, and images.  When images are present, the text will describe their appearance.
Hover Text
Hover text will be read by the screen reader for the associated heading.
      
        A Red Bar indicates the associated required question, or a required question in that section, wasn't answered.
  
        A Green Bar indicates the associated required question, or all required questions in that section, was answered. 
  
        A Grey Bar indicates the associated question is optional. Green and Grey Bars act as left borders when present.
        Blue Help Text Buttons when clicked display regulatory information pertaining to the question or section        heading they immediately follow. Assistive Technology (AT) users including text to speech, will hear "Help Text Button." If activated, the help text windows will open, and can be closed by tabbing to the OK key and pressing return.
                  Hover text displays information about your application, such as the date an attachment was attached, or, if the section corresponds to an IMDRF harmonized section, the hover text will display the chapter number of the IMDRF Table of Contents.
Form Approved: OMB Control No. 0910-0889
OMB Expiration Date: 06/30/2023
PRA Statement
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 1 hour per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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Required Question Incomplete
Required Question Incomplete
Biocompatibility
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If this section is not applicable, please attach a statement explaining why.
Tissue Contacting Materials
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Required Question Incomplete
Required Question Incomplete
Tissue Contacting Products/Components/Materials
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Patient Contacting Material
Required Question Incomplete
Required Question Incomplete
Identify the device(s) / accessory(ies) / component(s) that directly or indirectly contacts the tissue.
Required Question Incomplete
Required Question Incomplete
Please state the exact name and any identifiable information for the particular material used.
Optional Question
Optional Question
If color additives are included, please identify them here.
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Optional Question
Optional Question
If you are aware of a previously submitted device using the same material with similar nature of contact, please provide any pertinent information to compare your device to the device/test article in the previously submitted biocompatibility assessment. Any changes in formulation, processing, sterilization, geometry (including surface characteristics) and the addition of other chemicals (e.g., plasticizers, fillers, color additives, cleaning agents, mold release agents) should be addressed to support use of the previous biocompatibility assessment (e.g., no additional biocompatibility testing is necessary).
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If there is potential for repeat exposure, please describe the circumstances here.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
The type of tissue contact and duration of contact will determine the types of Biocompatibility endpoints that we recommend be assessed, based on the Biocompatibility Guidance Document. These endpoints will display as tabs below, and FDA recommends that complete test reports be provided for biocompatibility tests performed for these endpoints. If you used an alternative test method than the options provided, or you did not conduct the test, please provide an explanation or justification (e.g., the material is identical in formulation and processing to predicate material) in the Comments section for each test method. If you select an item that includes a star (*) in any of the drop down menus below, provide supporting evidence or justification for the selection in the comments box at the bottom of each test. A starred (*) selection within the Accreditation Scheme for Conformity Assessment (ASCA) Pilot indicates a deviation. Per the ASCA guidance, for ASCA testing, the complete test report should be provided in addition to the ASCA summary test report.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Cytotoxicity Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Sample Preparation
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Was the following scale used for test extract, reagent control, negative control and positive control?   0: discrete intracytoplasmic granules & no lysis 1: occasional lysed cells (0-20% cells rounded, loose) 2: no extensive cell lysis (20-50% cells rounded) 3: 50-70% lysis (50-70% cells rounded) 4: nearly complete destruction of cell layer (>70% lysis)
Required Question Incomplete
Required Question Incomplete
Was the following scale used for test sample, negative control and positive control, with a Qualitative Score of ≤ 2 being Noncytotoxic? 
 
0: No detectable effect around or under the specimen
1: Some malformed and degenerated cells under the specimen
2: Zone limited to the area under the specimen
3: Zone extending up to 10 mm beyond the specimen
4: Zone extending greater than 10 mm beyond the specimen
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, cell abnormalities, etc, below.
Required Question Incomplete
Required Question Incomplete
Sensitization Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Were three pairs of intradermal injections given on the backs of the animals:   Test animals 1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture 2.  Two 0.1 ml of test extract 3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and test extract Control animals 1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture 2.  Two 0.1 ml of vehicle 3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and control
Required Question Incomplete
Required Question Incomplete
On Day 6 after injection: Approximately 24h before Induction II, were injection sites clipped and treated with a 10% sodium lauryl sulfate (SLS) in petroleum jelly (any remaining SLS should be removed prior to Induction II treatment)?
Required Question Incomplete
Required Question Incomplete
On Day 7 after injection: Were 2x4 cm filter paper patches saturated (~0.3 ml) with test extract or control vehicle applied to injection area for 48 hours? In addition, were the patches removed after 48 hours?   
Required Question Incomplete
Required Question Incomplete
14 Days after removal of Induction patches: Were the right and left flank areas of each guinea pig clipped and 2x2 cm patches/hilltop chambers saturated (~0.3 ml) with test extract or control vehicle applied?  (One flank should be treated with patch/chamber containing the test extract, while the other flank should be treated with the control vehicle. Patches/chambers should be left in place for 24 hours before removal)
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, animal deaths, etc, below.
Required Question Incomplete
Required Question Incomplete
Irritation Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Sample Preparation
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Were intracutaneous injections given along both sides of the spine on the back: Five 0.2 ml doses of polar and five 0.2 ml doses of non-polar test extracts on one side and five 0.2 ml doses of polar and five 0.2 ml doses of non-polar control vehicles on the other side.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Was the following then done:  All erythema and edema grades were totaled separately for each test article and vehicle control, and the total was divided by 15 (3 scoring periods x 5 injection sites) in each animal. To determine the overall score for each test article and each corresponding vehicle control, the scores of each animal were added, and divided by the total number of animals. The final test sample score is obtained by subtracting the score of the corresponding vehicle control from the test article score.
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
SOLID PIECE:  Were two 2.5 x 2.5 cm samples of the test article and two 2.5 x 2.5 cm samples of control article placed along each side of the spine (4 samples total), and covered with gauze patches for at least 4 hrs?
POWDER:  Were two 0.5g samples of the test article and two 0.5g samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs?
LIQUID: Were two 0.5ml samples of the test article and two 0.5ml samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs? 
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Were both a 0.5mL sample of the test article extract and a 0.5mL sample of control article extract placed along each side of the spine (4 samples total) using 2.5 x 2.5 cm gauze patches for at least 4 hrs?
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Was the following done: Only 24h, 48h, and 72h observations were used for calculations of the primary irritation index (PII). All erythema and edema grades were totaled separately for each test article and control, and each total was divided by 6 (3 scoring periods x 2 observation sites) for each animal. The control score was subtracted from the test article score to obtain the primary irritation score for each animal. To determine the PII, the primary irritation scores for each animal were added, and divided by the total number of animals.   
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, animal deaths, etc, below.
Required Question Incomplete
Required Question Incomplete
Acute Systemic Toxicity Testing & Material Mediated Pyrogenicity Testing
Acute Systemic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Material Mediated Pyrogenicity Testing
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Specific questions for these tests do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Acute Systemic Toxicity and and Material Mediated Pyrogenicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-11 for Acute Systemic Toxicity and per ISO 10993-11 and USP <151> for Material Mediated Pyrogenicity. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below. 
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Subacute/Subchronic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Subacute/Subchronic Toxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-11. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Genotoxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Genotoxicity Toxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-3 and ISO/TR 10993-33. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Implantation Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Implantation Toxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-6. You may also like to consult ASTM F981-04, F1408-97, F1983-99, and F763-05 for more information, as well as the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Hemocompatibility Testing
Hemolysis Testing
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Complement Activation Testing
Required Question Incomplete
Required Question Incomplete
Accreditation Scheme for Conformity Assessment (ASCA) Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Thrombogenicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this endpoint do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Hemocompatibility be assessed to include evaluation of hemolysis, complement activation and thrombogenicity. If testing is conducted to address these endpoints, we recommend the following be considered.  
HEMOLYSIS:  For hemolysis testing of devices having direct contact with circulating blood, we recommend that both direct and indirect (extract) hemolysis testing be conducted. For hemolysis testing of devices having indirect contact with circulating blood, we recommend that only an indirect (extract) method be conducted. Please also see the Biocompatibility Guidance and ASTM F756, and ISO 10993-4.
COMPLEMENT ACTIVATION:  For complement testing of devices having direct contact with circulating blood, we recommend that SC5b-9 testing be conducted. We recommended that you include the predicate as an additional control in the SC5b-9 complement activation testing, if the predicate device 510k application investigated only C3a complement activation testing, or if there is a statistically significant difference between your device and the negative control. Please also see the Biocompatibility Guidance and ASTM F1984, ISO 10993-4, and ISO 10993-20. 
THROMBOGENICITY:  For devices having direct contact with circulating blood, we recommend that thrombogenicity be evaluated. If anticoagulated in vivo models or in vitro models are used, please contact FDA to discuss your proposed methods prior to initiation of the studies to ensure that the studies will be adequately designed to address FDA's concerns. Use of the Q-submission process may be helpful. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below. Please also see the Biocompatibility Guidance and ISO 10993-4. 
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Chronic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Chronic Toxicity be assessed.  If testing is performed, we recommend it be conducted per ISO 10993-11. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Carcinogenicity Assessment
Required Question Incomplete
Required Question Incomplete
Specific questions for this endpoint do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Carcinogenicity be assessed. If in rare cases testing is needed, please contact FDA to discuss your proposed methods prior to initiation of the studies to ensure that the studies will be adequately designed to address FDA's concerns. Use of the Q-submission process may be helpful. Please provide the carcinogenicity assessment, or if applicable, the carcinogenicity test report in an attachment in the Biocompatibility Reports and Documentation section below. Please also see the Biocompatibility Guidance.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Biocompatibility Documents
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Required Question Incomplete
Required Question Incomplete
Biocompatibility Reports and Documentation
Please attach any documentation (e.g., test reports) pertaining to the biocompatibility of your device. If no test reports were attached, please attach a rationale explaining why testing is not necessary.
 
Bottom Border
51,153,102
255,0,0
255,255,255
153,153,153
192,192,192
Required Question Complete
Required Question Incomplete
Optional Question
	CurrentPage: 
	PageCount: 
	Footer: 
	FormID: 
	BCTips1: 
	BCTips100: 
	BCDropDownList105: 
	BCTips105: 
	Identify the device(s) / accessory(ies) / component(s) that directly or indirectly contacts the tissue.: 
	Please state the exact name and any identifiable information for the particular material used.: 
	BCTips915: 
	If color additives are included, please identify them here.: 
	BCDropDownList913: 
	BCTextField132: 
	Pertinent information about previous device: 
	BCDropDownList151: 
	BCTips151: 
	If there is potential for repeat exposure, please describe the circumstances here.: 
	BCDropDownList161: 
	BCDropDownList171: 
	RaisedCytotoxicity: 
	LoweredCytotoxicity: 
	RaisedSensitization: 
	LoweredSensitization: 
	RaisedIrritation: 
	LoweredIrritation: 
	RaisedAcuteSys: 
	LoweredAcuteSys: 
	RaisedSubacuteTox: 
	LoweredSubacuteTox: 
	RaisedGenotoxicity: 
	LoweredGenotoxicity: 
	RaisedImplantation: 
	LoweredImplantation: 
	RaisedHemocompatibility: 
	LoweredHemocompatibility: 
	RaisedChronicTox: 
	LoweredChronicTox: 
	RaisedCarcinogenicity: 
	LoweredCarcinogenicity: 
	BCDropDownList181: 
	BCTips181: 
	BCTextField195: 
	BCDateField800: 
	BCDropDownList801: 
	BCDropDownList802: 
	BCDropDownList803: 
	BCDropDownList804: 
	BCDropDownList805: 
	BCDropDownList806: 
	BCDropDownList807: 
	BCDropDownList808: 
	BCDropDownList809: 
	BCDropDownList188: 
	BCDropDownList189: 
	BCDropDownList191: 
	BCTips191: 
	BCDropDownList192: 
	BCDropDownList193: 
	BCTips193: 
	BCDropDownList194: 
	BCDropDownList196: 
	BCDropDownList197: 
	BCDropDownList198: 
	BCDropDownList190: 
	BCDropDownList199: 
	BCDropDownList200: 
	BCDropDownList209: 
	Was the following scale used for test extract, reagent control, negative control and positive control? 0: discrete intracytoplasmic granules & no lysis1: occasional lysed cells (0-20% cells rounded, loose)2: no extensive cell lysis (20-50% cells rounded)3: 50-70% lysis (50-70% cells rounded)4: nearly complete destruction of cell layer (>70% lysis): 
	Was the following scale used for test sample, negative control and positive control, with a Qualitative Score of ≤ 2 being Noncytotoxic?  0: No detectable effect around or under the specimen1: Some malformed and degenerated cells under the specimen2: Zone limited to the area under the specimen3: Zone extending up to 10 mm beyond the specimen4: Zone extending greater than 10 mm beyond the specimen: 
	BCDropDownList202: 
	BCDropDownList203: 
	BCDropDownList204: 
	BCDropDownList205: 
	BCDropDownList211: 
	BCDropDownList206: 
	BCDropDownList210: 
	Comments: 
	CloseTab: 
	BCDropDownList221: 
	BCTips221: 
	BCTextField250: 
	BCDropDownList231: 
	BCTips231: 
	BCDropDownList232: 
	BCDropDownList233: 
	BCTips233: 
	BCDropDownList234: 
	BCDropDownList249: 
	BCDropDownList235: 
	BCDropDownList236: 
	BCDropDownList251: 
	BCDropDownList252: 
	BCDropDownList237: 
	Were three pairs of intradermal injections given on the backs of the animals: Test animals1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture2.  Two 0.1 ml of test extract3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and test extractControl animals1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture2.  Two 0.1 ml of vehicle3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and control: 
	On Day 6 after injection:Approximately 24h before Induction II, were injection sites clipped and treated with a 10% sodium lauryl sulfate (SLS) in petroleum jelly (any remaining SLS should be removed prior to Induction II treatment)?: 
	On Day 7 after injection:Were 2x4 cm filter paper patches saturated (~0.3 ml) with test extract or control vehicle applied to injection area for 48 hours? In addition, were the patches removed after 48 hours?   : 
	14 Days after removal of Induction patches:Were the right and left flank areas of each guinea pig clipped and 2x2 cm patches saturated (~0.3 ml) with test extract or control vehicle applied?  (One flank should be treated with patch containing the test extract, while the other flank should be treated with the control vehicle. Patches should be left in place for 24 hours before removal): 
	BCDropDownList242: 
	BCDropDownList243: 
	BCDropDownList244: 
	BCDropDownList245: 
	BCDropDownList246: 
	BCDropDownList253: 
	BCDropDownList247: 
	Comments: 
	BCDropDownList261: 
	BCTips261: 
	BCTextField275: 
	BCDropDownList262: 
	BCTips262: 
	BCDropDownList271: 
	BCTips271: 
	BCDropDownList272: 
	BCDropDownList273: 
	BCTips273: 
	BCDropDownList274: 
	BCDropDownList276: 
	BCDropDownList277: 
	BCDropDownList278: 
	BCDropDownList279: 
	Were intracutaneous injections given along both sides of the spine on the back: Five 0.2 ml doses of polar and five 0.2 ml doses of non-polar test extracts on one side and five 0.2 ml doses of polar and five 0.2 ml doses of non-polar control vehicles on the other side.: 
	BCDropDownList281: 
	Was the following then done: All erythema and edema grades were totaled separately for each test article and vehicle control, and the total was divided by 15 (3 scoring periods x 5 injection sites) in each animal. To determine the overall score for each test article and each corresponding vehicle control, the scores of each animal were added, and divided by the total number of animals. The final test sample score is obtained by subtracting the score of the corresponding vehicle control from the test article score.: 
	BCDropDownList285: 
	BCDropDownList263: 
	SOLID PIECE:  Were two 2.5 x 2.5 cm samples of the test article and two 2.5 x 2.5 cm samples of control article placed along each side of the spine (4 samples total), and covered with gauze patches for at least 4 hrs?POWDER:  Were two 0.5g samples of the test article and two 0.5g samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs?LIQUID: Were two 0.5ml samples of the test article and two 0.5ml samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs? : 
	BCDropDownList265: 
	Were both a 0.5mL sample of the test article extract and a 0.5mL sample of control article extract placed along each side of the spine (4 samples total) using 2.5 x 2.5 cm gauze patches for 4 hrs?: 
	BCDropDownList284: 
	BCDropDownList286: 
	BCDropDownList287: 
	BCDropDownList288: 
	Was the following done: Only 24h, 48h, and 72h observations were used for calculations of the primary irritation index (PII). All erythema and edema grades were totaled separately for each test article and control, and each total was divided by 6 (3 scoring periods x 2 observation sites) for each animal. The control score was subtracted from the test article score to obtain the primary irritation score for each animal. To determine the PII, the primary irritation scores for each animal were added, and divided by the total number of animals.   : 
	BCDropDownList268: 
	BCDropDownList267: 
	BCTips267: 
	BCDropDownList269: 
	BCTips269: 
	BCDropDownList270: 
	BCTips270: 
	BCDropDownList289: 
	BCDropDownList291: 
	Comments: 
	BCDropDownList301: 
	BCTips301: 
	BCDropDownList302: 
	BCTips302: 
	Comments: 
	BCDropDownList341: 
	Comments: 
	BCDropDownList381: 
	Comments: 
	BCDropDownList421: 
	Comments: 
	BCDropDownList461: 
	BCTips461: 
	BCDropDownList462: 
	BCTips462: 
	BCDropDownList463: 
	Comments: 
	BCDropDownList501: 
	Comments: 
	BCDropDownList541: 
	Comments: 
	AddAttachment: 
	OpenAttachment: 
	DeleteAttachment: 



