CRCG: Call for Data Contribution to Support Grant 1U01FD007906.
Contributors’ Name(s), Title, Organization and Contact Information: 


Requested Data: 
Below is a non-exhaustive list of data that prospective contributors are invited to provide for one or more oral drug products with the following active pharmaceutical ingredients (APIs): Bupropion hydrochloride, Metoprolol, Nifedipine, Omeprazole, Lamotrigine, Carbamazepine, Cimetidine, Acyclovir, Metformin, Digoxin, Ciprofloxacin, Dexamethasone, Budesonide, Mesalamine, Sulfasalazine:
Data:
1. [bookmark: _Hlk159495236]In vitro measurement of the API’s physicochemical properties necessary to develop and validate a PBPK model (e.g., drug solubility, octanol/water partition coefficient, and ionization constants among others) for the drug products with the APIs listed above.
2. In vitro dissolution data (at multiple dissolution media under the consideration of gastrointestinal physiology, the BCS classification of the API and the drug product complexity) of test and reference drug products used in the submitted clinical trials under bullets 4 and 5.
3. In vitro measurements of formulation critical quality attributes of test and reference drug products used in the submitted clinical trials under bullets 4 and 5 besides dissolution (e.g., particle size distribution) necessary to develop and validate a PBPK model (the list may vary based on API’s BCS class and the complexity of the drug product) for the drug products with the APIs listed above. 
4. De-identified individual subject PK concentration-time course data obtained during a clinical trial used to demonstrate the bioequivalence or non-bioequivalence of test and reference drug products for the APIs listed above. 
5. De-identified individual subject PK concentration-time course data obtained during a clinical trial used to demonstrate the bioequivalence or non-bioequivalence of test and reference drug products providing information on intra-subject variability on the APIs listed above.
6. Available de-identified individual PK concentration time course providing information on intra-subject variability for other APIs than the fifteen (15) listed above may be shared to support this research project. Please include a detailed description of available data in the proposals.

Place a check mark ‘x’ in relevant cells within the following table to inform the CRCG of available data to be shared with Simulations Plus (numbers 1 to 5 correspond to the 5 data items listed above): 
	APIs
	(1)
	(2)
	(3)
	(4)
	(5)

	Bupropion hydrochloride
	
	
	
	
	

	Metoprolol
	
	
	
	
	

	Nifedipine
	
	
	
	
	

	Omeprazole
	
	
	
	
	

	Lamotrigine
	
	
	
	
	

	Carbamazepine
	
	
	
	
	

	Cimetidine
	
	
	
	
	

	Acyclovir
	
	
	
	
	

	Metformin
	
	
	
	
	

	Digoxin
	
	
	
	
	

	Ciprofloxacin
	
	
	
	
	

	Dexamethasone
	
	
	
	
	

	Budesonide
	
	
	
	
	

	Mesalamine
	
	
	
	
	

	Sulfasalazine
	
	
	
	
	

	Other*
	
	
	
	
	


*: another API may be proposed only if the offerors will provide at least de-identified individual PK concentration time course providing information on the intra-subject variability of this API
If applicable, describe relevant data for the de-identified individual subject PK concentration-time course obtained during a clinical trial used to demonstrate the bioequivalence or non-bioequivalence of test and reference drug products.
	







If applicable, describe relevant data for the de-identified individual PK concentration time course providing information on intra-subject variability.
	







If applicable, describe relevant data for the in vitro measurement of the API’s physicochemical properties necessary to develop and validate a PBPK model.
	







If applicable, describe relevant data for in vitro dissolution data of test and reference drug products used in the submitted clinical trials.
	







If applicable, describe relevant data for the in vitro measurement of formulation critical quality attributes of test and reference drug products used in the submitted clinical trials besides dissolution necessary to develop and validate a PBPK model.
	







If the offeror proposes to share data for another API than the fifteen listed in the table, describe relevant data for the de-identified individual PK concentration time course providing information on intra-subject variability, as well as any other data that may support this research project.
	







Additional comments:
	













Signature: 

Date: 
