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Title of the Study:

Study Identification:

Prepared for:
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	STUDY PROFILE

prepared by [name of submitting company/lab]


STUDY TYPE: Metabolism - [species]; OPPTS 870.7485 [§85-1)].

TEST MATERIAL (PURITY): [use name of material tested as referred to in the study (common agency chemical name in parenthesis)]
SYNONYMS: [other names and code names]
CITATION:
Author [up to 3] (Date) Title. Laboratory name (location if needed). Laboratory report number, full study completion date. MRID [no hyphen]. Unpublished (OR if published, list Journal name, vol.:pages)
SPONSOR:
(Name of Study Sponsor - indicate if different from Applicant).
INVESTIGATORS’ EXECUTIVE SUMMARY:
In a metabolism study (MRID [number]) [Chemical name (%a.i., batch/lot #), include location of radioactive label] was administered to [(# of animals) species, strain]/sex/dose in [method of exposure: eg. by gavage] at dose levels of 0, x, x [ mg/kg or other pertinent units].

Be brief (one or two paragraphs) [Describe, as appropriate: recoveries and routes of elimination of radioactivity and time frame as they relate to absorption and excretion of the compound; radioactivity in organs of concern, especially as it relates to bioaccumulation; sex and treatment group differences; and expired air radioactivity; major metabolites; other major factors.]
This metabolism study in the (species) is classified [acceptable, unacceptable (guideline, non-guideline)] and satisfies (does not satisfy) the guideline requirement for a metabolism study [OPPTS 870.7485, OECD 417] in [species] [If unacceptable, why and is it upgradable.  If it does not satisfy the requirement, concisely list only major deficiencies or refer to deficiency section.]
I. MATERIALS AND METHODS
A. MATERIALS:
1. Test Compound: 

	Radiolabelled Test Material:
	[indicate position of radiolabel, eg., [Phenyl-U-14C]  XX]

	
	Radiochemical purity
	%  
 [determined by HPLC, GC or TLC]

	
	Specific Activity
	(Ci/mg

	
	Lot/Batch #:
	

	Non-Radiolabelled Test Material:
	[as named in study]

	
	Description:
	[e.g., technical, nature, color, stability]

	
	Lot/Batch #: 
	

	
	Purity:
	% a.i.  
[determined by HPLC, GC or TLC]

	
	Contaminants:
	

	
	CAS # of TGAI: 
	

	
	
	[Structure, include location of label]


2. Vehicle and/or positive control:  [when appropriate], Lot/Batch #; Purity  
	3. Test animals:
	

	
	Species:
	

	
	Strain:
	

	
	Age/weight at study initiation:
	

	
	Source:
	

	
	Housing:
	

	
	Diet:
	 [describe]    ad libitum

	
	Water: 
	 [describe]    ad libitum

	
	Environmental conditions:
	Temperature:

Humidity:

Air changes:

Photoperiod:
	(C

%

/hr

hrs dark/   hrs light

	
	Acclimation period:
	


4. Preparation of dosing solutions:
B. STUDY DESIGN AND METHODS:
1. Group Arrangements
Animals were assigned [note how assigned, e.g., random, briefly describe groups as needed] to the test groups noted in Table 1.

TABLE 1:  Dosing groups for pharmacokinetic studies for (chemical) [some form of this data presentation is RECOMMENDED.  If additional test groups are used (e.g., pilot study, dermal exposure, inhalation exposure or biliary cannulation etc.) include them in the table]
	Test Group
	Dose of labeled material (mg/kg)
	Number/sex
	Remarks  (eg. time of sacrifice)

	Oral Dose
	
	
	

	Treatment 2 

[if applicable]
	
	
	

	Treatment 3

[if applicable]
	
	
	

	:

:
	
	
	


2. Dosing and sample collection:
[briefly describe dosing methods and sample collection]
a. Pharmacokinetic studies
[give details of experiments including what was sampled (urine, feces, tissues, cage washes, bile, if appropriate) and when and how often.]
b. Metabolite characterization studies
[What was collected for identification, when and from how many animals (samples pooled or not), method type for identification (e.g. GCMS or TLC)].
3. Statistics:  [list parameters that were analyzed and the statistical methods used]
II. RESULTS
A. PHARMACOKINETIC STUDIES:
1. Preliminary experiment   [if applicable]
[Briefly describe results]
2. Absorption
[Briefly describe absorption, may include an optional table relating excretion of radioactivity (in urine, feces, etc.) to sampling time]
3. Tissue distribution [include groups that are applicable; describe distribution patterns for each treatment group.  Some form of table 2 is recommended, if data are available.]
TABLE 2: Distribution of radioactivity in rat tissues/organs after administration of C14-labeled Compound XXa.

	
	Percent of radioactive dose administered [or ppm equivalents] 

	
	Oral dose
	Treatment  2 

(if applicable)
	Treatment  3

 (if applicable)

	Tissue/organ
	Male
	Female (if applicable)
	Male
	Female (if applicable)
	Male
	Female (if applicable)

	Organ 1 
	
	
	
	
	
	

	Organ 2....
	
	
	
	
	
	

	
	
	
	
	
	
	


a Data obtained from pages (insert page #s) in the study report.
[Write a brief narrative of the contents of Table 2 under the following 4 headings]:
a) Oral Dose : As summarized in Table 2 ......

b) Treatment  2 ....... [If Applicable]
c) Treatment  3 ....... [If Applicable]
4. Excretion [include treatment groups that are applicable)(describe excretion patterns for each treatment group.  Some form of table 3 is recommended]
TABLE 3:  Recovery of radioactivity in tissues and excreta of rats after administration of C14-labeled Compound XXa.
	
	Percent of radioactive dose recovered

	
	Oral Dose 
	 Treatment 2

 (if applicable) 
	 Treatment 3

 (if applicable) 

	
	Male
	Female  (if applicable) 
	Male
	Female  (if applicable) 
	Male
	Female  (if applicable) 

	Expired  air
	
	
	
	
	
	

	Tissues
	
	
	
	
	
	

	Carcass
	
	
	
	
	
	

	Cage wash
	
	
	
	
	
	

	Urineb
	
	
	
	
	
	

	Feces
	
	
	
	
	
	

	Total
	
	
	
	
	
	


a Data obtained from pages (insert page #s) in the study report.
bReport at appropriate intervals.

[Write a brief narrative of the contents of Table 3 under the following 4 headings]:
a) Oral Dose:  As summarized in Table 3 ......

b)  Treatment 2: [If applicable]
c)  Treatment 3: [If applicable]
B. METABOLITE CHARACTERIZATION STUDIES:
[Give the metabolites identified, include percent of radioactive dose given, where they were identified, when if applicable, how they were identified if applicable, how much parent was present in the excreta.  Some form of  table 4 is recommended .  When available, include summary of metabolic pathways and figures available.  Mention which are major vs. minor pathways.  Include the registrant(s postulated pathway as a figure or attachment, preferably electronic]
TABLE 4.  Metabolite profile in excreta of rats dosed with C14-labeled Compound XXa. [Metabolites must be given as percent of dose.  If possible the reviewer should perform the necessary conversions, include Total identified, Total unidentified, Total accounted for, Total lost or unaccounted (see below)]
	Dose
	Percent of administered dose

	
	Oral Dose
	Treatment 2 (If Applicable)
	Treatment 3

(If Applicable)

	Compound
	Male
	Female (If Applicable)
	Male
	Female (If Applicable)
	Male
	Female (If Applicable)

	Parent
	
	
	
	
	
	

	Identified Metabolite 1
	
	
	
	
	
	

	Identified Metabolite 2
	
	
	
	
	
	

	Total identified
	
	
	
	
	
	

	Unidentified Metabolite X
	
	
	
	
	
	

	Unidentified Metabolite Y
	
	
	
	
	
	

	Undentified

at origin or at some band
	
	
	
	
	
	

	Total unidentif.
	
	
	
	
	
	

	Total accounted for b
	
	
	
	
	
	

	Lost/unaccounted for c
	
	
	
	
	
	

	Total
	100
	100
	100
	100
	100
	100


a Data obtained from pages (insert page #s) in the study report.

b Total accounted for = (Total identified) + (Total unidentified)

c 100 - (Total accounted for)
III. INVESTIGATORS’ DISCUSSION AND CONCLUSIONS:  [Note any deficiencies and how they impact on the study results and interpretation, if at all]
