 
Product Addition
Request for Modification (RFM) Form
65IB Drugs, Pharmaceuticals & Hematology Related Products
____________________________________
Instructions
Do not send requests directly to your assigned contract specialist.  All contract modifications must be emailed to our central portal at fss.help@va.gov with the following subject line: 
“RFM — Contract Number — FSS Schedule” (e.g. RFM-V797P/D-5555x-65IB or RFM-36F797XXXXXX-65IB).  Modification requests that do not include this subject line may be misdirected, resulting in a delay in the review process.
Unless otherwise directed, we do NOT accept hard copies of RFMs.  Additionally, we can no longer accept zip files which may require you to submit your RFM package in multiple e-mails if the total size of the e-mail exceeds 10MB.  It is essential that you identify the number of emails you are sending in the subject line to ensure that we receive your entire RFM package.  
EXAMPLE:  RFM-Contract Number-Schedule ID-Mod Type, 1 of #  
Please carefully review this document and submit all required information, giving attention to notes regarding the applicability of some sections of the document.  If all required material is not received, your Contracting Officer may return your package with no additional action.
The texts of the clauses referenced within this document are found in the Vendor Response section of the solicitation.
Retain a copy of this RFM for your records.
For Covered Drugs
All Non-Federal Average Manufacturer’s Price (NFAMP) data must be sent to the Pharmacy Benefits Management (PBM) group 30-45 days before submitting a request for modification.
All provisional and transferred drug pricing data must be submitted to the PBM within 14 days of submitting a request for modification.
New Package Size NDCs must be on contract by the date of market entry.  The Initial Federal Ceiling Price (FCP) is to be pro-rated based on the nearest package size among the existing FSS contract package sizes of the same covered drug.
This form is available online: FSS Modification Forms.  Additional information on submitting a Request for Modification package, including a helpful guide, is available online: FSS Modification Process.
[bookmark: _Hlk9077995]Contractor Information
	[bookmark: _Hlk9077926]Contractor Name
	[bookmark: Text1]     

	Contract No.
	     

	RFM Point of Contact
	     

	Phone
	     

	Email
	     

	Date Submitted to FSS
	     



	[bookmark: OLE_LINK26][bookmark: PlaceOfPerf][bookmark: Pg29]Special Item Numbers (SINs)  Check all that apply.  
	Offered
	New SIN

	42-1
	Non-prescription medicated cosmetics & surgical soaps
	|_|
	|_|

	42-2A
	Single source drug, innovator multiple source drug, and any biological product identified under Section 600.3 of Title 21, CFR
	|_|
	|_|

	42-2B
	Generic & multiple source pharmaceuticals & drugs, human blood products, and over-the-counter drugs
	|_|
	|_|

	42-3
	Complete IV delivery systems
	|_|
	|_|

	42-5
	Nutritional/Dietary Supplements
	|_|
	|_|

	622
	Antiseptic Liquid Skin Cleansing Detergents & Soaps, Dispensers, & Accessories
	|_|
	|_|


Covered Drug Information (Complete this section only for 42-2a products)
Select all that apply.
|_|  The offered product(s) was/were previously owned by another company.  I have completed the “Acquired Products” section within this request.
|_|  The offered product(s) is/are a new covered drug at the following stage:
|_| Provisional   |_| Temporary   |_| Permanent
|_|  The offered product(s) is/are a new package size of an existing covered drug at the following stage:
|_| Initial (Pro-Rated)  |_| Independent
|_|  The offered product(s) is/are offered with dual pricing (for temporary and permanent pricing only)
Complete the following.
|_|  My firm has submitted all required NFAMP information to PBM.
Date of Market Entry:        
Complete the following.  
Does your company have 42-2A Covered Drug item(s) not currently on your FSS contract? 
|_| *Yes   |_| No  
*If yes, please provide an attachment with a list of NDC(s) and detailed explanation as to why the 42-2A item(s) are not currently offered under the FSS contract.
Important: Under Public Law 102-585, Section 603 (38 U.S.C §8126) manufacturers must make all covered drugs available for purchase under a VA FSS 65IB Schedule contract.  Violations will draw the attention of the VA Office of Inspector General which conducts periodic audits of companies without required Master Agreements and/or VA Federal Supply Schedule contracts. Violations are reported to the Chief Acquisition Officer of the Office of Acquisition, Logistics and Construction.
NDA/ANDA Information
|_| Yes   |_| *No   My firm is the NDA/ANDA holder for the proposed products.
*If no, please respond to the following:  
Name of company that owns the NDA/ANDA:       
Contractor’s relationship to the NDA/ANDA holder:       
Over-The-Counter Drugs   Select one below.
|_|  The proposed product(s) are not over-the-counter drugs.  
|_|  All proposed product(s) are over-the-counter drugs.
|_|  Specific proposed line item(s) are over-the-counter drugs:  The item number, name, and the OTC monograph title/number are as follows (provide attachment, if necessary):      .
Acquired Product
If the product was acquired from another company, please answer the below questions 
Acquired product is being added to the FSS contract via this RFM under |_| the old NDC / |_| the new NDC / |_| both the old and the new NDC.
|_|Yes  |_|No   Stock of the old NDC remains in the supply chain.
If yes, has remaining stock of the old NDC been acquired?  |_|Yes  |_|*No
*If remaining stock of the old NDC has not been acquired or is not being added to the FSS contract, please explain:       .
Provide the information below regarding the company from which the product was acquired.
	[bookmark: _Hlk14265643]Company Name
	[bookmark: Text99]     

	FSS Contract Number (if applicable)
	     

	Complete Address
	[bookmark: Text100]     

	Point of Contact
	[bookmark: Text104]     

	Point of Contact E-mail Address:
	     

	Point of Contact Phone Number
	[bookmark: Text105]     


Manufacturer/Dealer/Distributor/Reseller Designation
Check all that apply.  If your proposed products include products for which you are the manufacturer as well as products for which you are a dealer/distributor, then check both designations below.
|_|   My firm is the manufacturer of the proposed products.
|_|  *My firm is a dealer/distributor/reseller of the proposed products.  
[bookmark: Check20]*If you are not the manufacturer of the proposed products, an authorized Letter of Supply from the manufacturer must be provided with this request.  Please consult the required components list and sample letter of supply/commitment located on our Contractor Responsibilities webpage and in the Vendor Response section of the solicitation with clause I-FSS-644 Dealers and Suppliers.  Please also verify the following:  |_| A Letter of Supply from each manufacturer is included with this RFM.
[bookmark: Pg25]Utilization of Dealers/Distributors and/or Specialty Distributors
|_|*Yes  |_| No   My firm will be marketing the offered products through dealers/distributors.
[bookmark: Check6]*If yes, please verify the following:  |_|  I have attached the names, addresses, points of contact to this request. 
|_|*Yes  |_| No   My firm will be distributing the offered products through specialty distributors or specialty pharmacy.
[bookmark: _Hlk11400873]*If yes, please verify the following:  |_|  I have attached the names, addresses, points of contact and any relevant forms (i.e. ordering forms, prescription referral forms, etc.) for review and approval under this request. 
52.223-3 Hazardous Material Identification and Material Safety Data
List any hazardous material to be delivered under this contract modification.  The hazardous material shall be properly identified and include any applicable identification number, such as National Stock Number or Special Item Number.  Add additional rows or provide an attachment, as necessary.
|_|  Products contain no hazardous materials.
|_|  Products contain hazardous materials identified below, and I am providing a copy of each Material Safety Data Sheet. 
Material:      	Identification Number:       
552.238-86 Delivery Schedule
Answer the below questions relative to the products offered under this request.  See the full text of this clause in the solicitation for information on the Government’s stated delivery time.
Standard delivery |_| is /  |_| is *not the same as initial contract award.
Expedited Delivery |_| is /  |_| is *not the same as initial contract award.
*If delivery terms for the proposed products are different than the initial contract award, complete the section below. 
Commercial Delivery Terms (days ARO):  Standard:          Expedited:       
Proposed Delivery Time to the Government (days ARO):  Standard:          Expedited:       
[bookmark: _Hlk9086258]Proposed Pricing
[bookmark: _Hlk14259764]Complete the Excel file provided for your use in this RFM package.
[bookmark: OLE_LINK27]Manufacturing Facilities/Place of Performance
Complete the table located in the RFM package Excel file to provide information regarding each place of performance for the offered products.
Commercial Pricelist:  Choose one of the following options. 
|_|  I have included a copy of the commercial pricelist upon which the proposed pricing discount to the Government is predicated.  The title and effective date of the pricelist is as follows:        .  
|_|  I have included a verbatim extract of the commercial pricelist upon which the proposed pricing discount to the Government is predicated.  The title and effective date of the pricelist is as follows:        .
Tracking Customer (TC):  Choose one of the following options.  Your spreadsheet must contain line item specific Tracking Customer names.
|_|  The currently awarded tracking customer/category of customers under this contract applies to the products offered under this request for modification.  The tracking customer/category of customers is         , and the rationale is as follow:       .
[bookmark: Text388]|_|  The proposed tracking customer/category of customers for the products offered under this request for modification is/are different than that awarded under the current contract.  The spreadsheet contains line item specific tracking customer(s) information.  The proposed tracking customer/category of customers is/are        , and the rationale is as follows:       .
AS5000 Pharmaceutical Prime Vendor Participation
Contractors are expected to participate in VA’s Pharmaceutical Prime Vendor (PPV) distribution unless contractors have no existing agreements in place. Contractors who do not have chargeback agreements in place with commercial wholesalers and/or have special delivery/handling requirements for their products may request an exemption from participation in the PPV program.  Contractors shall provide the assigned contract specialist an explanation with their request along with any/all supporting documentation, as required.  An exemption will only be granted if the request can be verified and determined reasonable. Please note: a granted exemption ceases to exist if the basis is no longer valid.  Contractors are required to provide notification immediately of such an occurrence.
52.225-5 Trade Agreements
All offered products are U.S. made or designated country end products as defined in FAR 52.225-5. 
|_| YES   |_| *NO  
*If the response is “no” for one or more products, verify the following: 
|_|  I have completed the Trade Agreements Act Non-Availability Determination Request Letter below and have included with this RFM a pdf copy of the wet-signed document.
|_|  I have listed these items as other end products in the company’s System for Acquisition Management (SAM) record, as required by 52.212-3(g)(5)(ii). 
|_|  I have visited the TAA Non-Availability Determination section of the Trade Agreements web page and understand the criteria for qualifying for a non-availability determination. 
|_|  I understand my responsibility to report to my assigned Contract Specialist any future changes in availability.

Trade Agreements Act Non-Availability Determination Request Letter
Note:  This section is only to be completed by those proposing items that are not U.S.-made or designated country end products as set forth at 52.225-5 Trade Agreements.
	NDC
1
	NDC
2
	NDC
3
	Generic Name / Strength
	Trade Name / Strength
	Country of Origin

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



The above covered drugs are not substantially transformed in the U.S or a designated country under 52.225-5 Trade Agreements.  [Company Name] verifies that the above, currently marketed NDCs have no TAA compliant versions, including authorized generics.  I understand that the VA’s contracting officer may make a non-availability determination at the base FSS contract level for these 42-2A product items based upon statements in this request as well as my representations in SAM.gov.  
I have revised our SAM.gov representations under 52.212-3(g)(5) and 52.225-6 to reflect that the items being offered are not U.S.-made or designated country end products as set forth at 52.225-5 Trade Agreements, and I agree to notify our VA FSS Contracting Officer should the facts as set forth in this letter or our SAM.gov representations change.  I recognize that these items will be subject to Public Law 102-585, Section 603 (38 U.S.C. § 8126) pricing methodology.

     
Printed name and title of authorized representative

__________________________________________ 	     	______
Signature of authorized representative	Date
(See end of form for instructions regarding acceptable signatures.)


[bookmark: _Hlk9086273]Commercial Sales Practice Format
Provide the following information for each proposed SIN (or group of SINs or SubSIN for which the information is the same).  Add additional rows or provide an attachment, as necessary.
 Notes:  The Contracting Officer may request additional information, such as commercial sales practices, copies of invoices, line item sales, etc., for verification of pricing, sales, and other data related to the proposed supplies or services in order to determine the reasonableness of price(s). 
Sales to a Government prime vendor that are ultimately shipped to a Federal Government activity qualify as FSS sales, not commercial sales; therefore, these sales will not be considered for the purposes of determining significant commercial sales. 
For the purposes of this document, the terms “commercial” and “general public” are synonymous and refer to any non-federal government entity.
(1) Commercial Sales	Note:  This section is to be completed for all product additions. 
|_| My firm has previous commercial sales for offered products. 
|_| My firm does not have previous commercial sales for offered products.
	SIN
List each SIN.
	Sales to General Public
Provide the dollar value of sales of the offered product(s) to the general public at or based on an established catalog or market price during the previous 12-month period, or your firm’s last fiscal year.  In the event that a dollar value is not an appropriate measure of the sales, provide and describe your own measure of the sales of the item(s) (e.g. sales in terms of units sold). 
	Time Frame
State beginning and ending of the 12-month period.

	     
	     
	e.g. 1/1/2011 - 12/31/2011


(2) Government Sales	Note:  This section is to be completed for all product additions. 
[bookmark: Check18]|_| My firm has previous sales to the Federal government for offered products. 
|_| My firm does not have previous sales to the Federal government for offered products.
	SIN
List each SIN.
	Sales to Federal Government
Provide the dollar value of projected annual sales of the offered product(s) to the Government under this modification request.  If you currently hold a Federal Supply Schedule contract for the offered SIN, then the total projected annual sales should be based on your most recent 12-month of contract sales.
	Time Frame
State beginning and ending of the 12-month period.

	     
	     
	e.g. 1/1/2011 - 12/31/2011

	[bookmark: Text5]How was this estimate calculated?  Based on your firm’s sales to the Federal marketplace (on contract or open market)?  Based on a percentage of your commercial sales?  Please provide specific rationale in your response (e.g. “Based on 2% of commercial sales of $5 million”, or “Based on actual, open market Federal Government sales”).        




(3) Based on your written discounting policies (standard commercial sales practices in the event you do not have written discounting policies), are the discounts and any concessions which you offer the Government equal to or better than your best price (discount and concessions in any combination) offered to any customer acquiring the same items regardless of quantity or terms and conditions?
[bookmark: Check79] |_| YES	|_| NO
NOTE:  If you answer NO to this question, on an attachment provide an explanation of why the net prices, terms and conditions offered to the Government are not equal to or better than those offered to any customer acquiring the same products.  Please provide copies of your current commercial agreements or extract of your salient terms and conditions if not offering MFC pricing to the Government.
(4) (a) Based on your written discounting policies (standard commercial sales practices in the event you do not have written discounting policies), provide information as requested for each SIN (or group of SINs for which the information is the same) in accordance with the instructions at Figure 515.4-2, provided in solicitation Document 05 – Commercial Sales Practice Format.  The information should be provided in the chart below or in an equivalent format developed by the offeror.  Rows should be added to accommodate as many customers as required.
	Column 1—
Customer
	Column 2—
Discount
	Column 3— Quantity/Volume
	Column 4—
FOB Term
	Column 5—
Concessions

	
	
	
	
	


NOTE:  The above chart, Figure 515.4-2, must be completed in the Excel spreadsheet developed for this Request for Modification Form.
(b)   Do any deviations from your written policies or standard commercial sales practices disclosed in the above chart ever result in better discounts (lower prices) or concessions than indicated?  
|_| YES   |_| NO.  If YES, explain deviations in accordance with the instructions at Figure 515.4-2, provided in solicitation Document 05 – Commercial Sales Practice Format.
NOTE:  If you answer YES to this question, on an attachment provide an explanation of the circumstances under which you deviate from your written policies or standard commercial sales practices disclosed in the chart on the Commercial Sales Practices Format and explain how often they occur.  Your explanation should include a discussion of situations that lead to deviations from standard practice, an explanation of how often they occur, and the controls you employ to assure the integrity of your pricing.  Examples of typical deviations may include, but are not limited to, one-time goodwill discounts to charity organizations or to compensate an otherwise disgruntled customer; a limited sale of obsolete or damaged goods; the sale of sample goods to a new customer; or the sales of prototype goods for testing purposes.
(5)	If you are a dealer/reseller without significant sales to the general public, you should provide manufacturers’ information required by paragraphs (1) through (4) above for each item/SIN offered, if the manufacturer’s sales under any resulting contract are expected to exceed $500,000.  You must also obtain written authorization from the manufacturer(s) for Government access, at any time before award or before agreeing to a modification, to the manufacturer’s sales records for the purpose of verifying the information submitted by the manufacturer.  The information is required in order to enable the Government to make a determination that the offered price is fair and reasonable.  To expedite the review and processing of offers, you should advise the manufacturer(s) of this requirement.  The contracting officer may require the information be submitted on electronic media with commercially available spreadsheet(s).  The information may be provided by the manufacturer directly to the Government.  If the manufacturer's item(s) is being offered by multiple dealers/resellers, only one copy of the requested information should be submitted to the Government.  In addition, you must submit the following information along with a listing of contact information regarding each of the manufacturers whose products and/or services are included in the offer (include the manufacturer's name, address, the manufacturer's contact point, telephone number, and FAX number) for each model offered by SIN:
	(a)	Manufacturer's Name
	(b)	Manufacturer's Part Number
	(c)	Dealer's/Reseller's Part Number
	(d)	Product Description
	(e)	Manufacturer's List Price
	(f)	Dealer's/Reseller's percentage discount from List Price or net prices
NOTE:  Section (5) is to be completed by dealers/resellers for product additions when both of the following apply:
(1)  The contractor does not have “significant sales” to the general public for the offered items, AND
(2)  The total value of the manufacturer’s sales by the contractor for the proposed products is expected to exceed $500,000 for the remainder of the contract term.  This information should be provided in the Dealer/Reseller tab on the proposed pricing spreadsheet included within this modification package.
[bookmark: _Hlk9078410][bookmark: _Hlk14265782][bookmark: _Hlk14266496]RFM Verification
[bookmark: Check11]|_| I verify that all of the information supplied in this request is current, accurate, and complete.
|_| I verify that the products offered are not replacements for previously deleted products with a lower cost.
|_|  I verify that the NDCs are listed in numerical order.
|_| I verify that the signatory of this document is an authorized signatory for the company as provided for under the current contract.
|_| I have provided a copy of the most recent Signatory Authority Form previously incorporated into my contract upon contract award or via modification.
|_| I agree to provide the Contracting Officer with any additional information, such as commercial sales practices, copies of invoices, line item sales, etc., requested by the Contracting Officer for verification of pricing, sales, and other data related to the proposed supplies or services in order to determine the reasonableness of price(s).
Disclaimer:  Except as provided herein, all terms and conditions of the subject VA Federal Supply Schedule contract, remain unchanged and in full force and effect.
[bookmark: Text10]     
Printed name and title of authorized representative
__________________________________________ 	     	______
[bookmark: _Hlk37056380][bookmark: _Hlk37056355][bookmark: _Hlk37056263]*Signature of authorized representative	Date
[bookmark: _Hlk37055237](See below for signature requirements) 
[bookmark: _Hlk36634942]Offeror/Contractor and the VA agree to be bound by digital signatures with the same force and effect as wet signatures.  A digital signature—a type of electronic signature—is a mathematical algorithm routinely used to validate the authenticity and integrity of a document. Digital signatures create a virtual fingerprint that is unique to a person or entity and are used to identify users and protect information in digital documents. Digital signatures are significantly more secure than other forms of electronic signatures.
VA FSS will only accept digital signatures and will not accept other types of electronic signatures described herein. While digital signatures are a form of electronic signature, not all electronic signatures are digital signatures. Electronic signatures—also called e-signatures—are any sound, symbol, or process that shows the intent to sign something. This could be an image (e.g. JPEG, PNG, etc.) of your hand-written signature, a stamp, or a recorded verbal confirmation. An electronic signature could even be your typed name on the signature line of a document.
Digital signatures will be deemed original signatures. PLEASE NOTE, a scanned copy of a document with your wet signature, although not considered a digital signature, remains acceptable.  Offeror agrees to store and maintain as auditable records all digitally signed electronic documents for no less than 3 years after final payment.
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