
APPENDIX 1:  ADDITIONAL ACQUISITION PLANNING CONSIDERATIONS
Note: This Appendix is for NIAID use only. Do not forward outside of OA.
[bookmark: _GoBack]List and include all attachments, including their titles or other identifying information. Some information, depending on length, may be included in the AP rather than as an attachment. Examples of attachments are listed below.
|_| Attachment 1:	Statement of Work (Background and Introduction, Scope, Technical Requirements)
|_| Attachment 2:	Reporting Requirements and Deliverables
|_| Attachment 3:	Section M - Evaluation Factors for Award
|_| Attachment 4:	Additional Technical Proposal Instructions 
|_| Attachment 5:	Additional Business Proposal Instructions and Uniform Cost Assumptions
|_| Attachment 6:	Advance Understandings (as needed or required)
|_| Attachment 7:	Additional Government furnished information/reference materials (as needed or required)
|_| Attachment 8:	Potential Source List
|_| Attachment 9:	Sources Sought Notice
|_| Attachment 10:	Presolicitation Notice
|_| Attachment 11:	Independent Government Cost Estimate (IGCE)
|_| Attachment 12:	Concept and Council (R&D) or Executive Committee (non-R&D) Minutes

Other Attachments (as needed) – (Number attachments accordingly):
|_| Attachment    	Background statement/project history
|_| Attachment    	Approved Section 508 undue burden/commercial non-availability request
|_| Attachment    	Quality assurance surveillance plan
|_| Attachment    	Justification for other than full and open competition/Limited sources justification
|_| Attachment    	Justification for acceptance of unsolicited proposal
|_| Attachment    	Justification for not purchasing environmentally preferable products and services, Federal Energy Star® and energy-efficient products form
|_| Attachment    	List of proposed technical evaluators 
|_| Attachment    	Clearance/approval documentation
|_| Attachment          	List of Government-furnished property
|_| Attachment         	Waiver from OCIO standard for IT Security Configuration	
|_| Attachment         	Waiver from OCIO standard for IT encryption language 
|_| Attachment         	Approval to contract for independent risk analysis services from other than a General Services Administration (GSA) Blanket Purchase Agreement (BPA) holder. 	
|_| Attachment         	Information Security Program Requirements Checklist and Certification 
                           





Complete all items below as Attachment 1 to the AP. The items are self-explanatory and provide a summary of aspects of the proposed acquisition not detailed in the AP.

Project Title:  Insert the full title of the proposed project as it should appear in the solicitation.

Solicitation Number: Insert the NBS solicitation number.
           
RIMS ID Number (if applicable): _______________ 

NAICS Code Number: _______________

Product Service Code (PSC) Number: _______________

1.  Requirement type: (Select one or more.)     
|_|  Supplies/equipment (including IT equipment)
|_|  Research & Development (R&D)
|_|  Construction
|_|  Severable services   |_|  Nonseverable services
	|_|  Design-build	
	|_|  Architect-Engineer (A & E) services
	|_|  Information technology (IT) support services
	|_|  Other services (specify):  _________________________	
2.  Proposed acquisition funding approach 	
|_| Base plus option        |_| quantity(s)	 |_| period(s)
|_| Base only
|_| Multi-year contract under FAR17.1/HHSAR 317.1
|_| Incremental funding of contract for severable services	

3.  Estimated funding to be obligated for this action. $_________________  
4. Proposed solicitation type and acquisition method: 	 	 	 	  
|_| Request for proposal:	 		|_| Competitive     |_| Noncompetitive 
|_| Request for quotation:                        	|_| Competitive     |_| Noncompetitive
|_| Task/delivery order__________		 |_| Competitive     |_| Noncompetitive
|_| Commercial item acquisition	     	|_| Competitive     |_| Noncompetitive	
|_| Broad agency announcement	 	 	 	 	 	 
|_| Sealed bid	 	 	 	 	 	 
|_| Other (specify):  _____________________________	 
5. Proposed contract type: (check all that apply)	 	 	 	 	  
|_| Firm-fixed-price	 	 	 	 	 	 
|_| Other fixed-price (specify fixed-price w/economic price adjustment, fixed-price-incentive, etc.): _________________________	
|_|	Cost:  	 |_| Completion form		|_|   Term form
		|_|   Cost Reimbursement with No Fee
		|_|   Cost-Plus-Fixed-Fee
	   |_|   Other cost-reimbursement (specify cost sharing, cost-plus-incentive-fee, etc.): ____________________		 
|_| Time-and-materials (including Labor Hour)	 	 	 	 	 
|_| Indefinite-delivery (specify whether indefinite quantity, definite-quantity, or requirements):___________________	 	 	 	 	 
|_| Other (specify):___________________	 	 	 	 	 	 
	 	 	 	 
6. Estimated number of awards: _________________	 	 	 	    

7. Estimated start date(s): ____________ Completion date(s): ________________

8. |_|  Personal Services Determination (FAR 2.101, 37.101, and 37.104): This contract is not for personal services.	

9. Cost Concepts to be employed.  
|_|  Life Cycle costs have been considered for this requirement and alternative approaches have been evaluated.  This AP represents the most cost-effective approach for using available resources over the entire lifespan of the product or system. 

|_|  Design to Cost analysis has been performed for this requirement and the product's cost drivers have been considered in developing this requirement with a focus on cost reduction.  This analysis included an exploration of alternatives to determine if lower cost approaches could be utilized.

|_|   Capital Investment:  The applicable portion of the current HHS business case is included and/or referenced below:
_____________________________________________________
_____________________________________________________

|_|  Should cost techniques were conducted for this acquisition and included considerations in scientific, engineering, and other technical disciplines to determine the estimated reasonable cost or price of this requirement.  This determination considered, among other factors, materials, processes, quality assurance and control, inspection, and the labor resources (types of skills and numbers) needed for this acquisition (see FAR 15.407-4). 

Any other factors related to cost/price application, techniques or principles should be discussed, below, (see FAR 7.105(a)(3)).
________________________________________   ___________
_____________________________________________________

|_|  Requirement for Cost or Pricing (C&P) Data -- Certificate of Current Cost:  The acquisition is expected to exceed $700,000 and the CO does NOT anticipate adequate price competition.  In addition, a commercial item is not being acquired.  See FAR 15.403.  Adequate price competition exists when two or more responsible offerors, competing independently, submit priced offers that satisfy the Government's expressed requirement, or, the CO anticipates the presence of competition.  
|_|  Requirement for Other than Cost or Pricing Data:  The acquisition is expected to exceed $700,000 and the CO anticipates adequate price competition, or the prices are set by law, or a commercial item is being acquired.  See FAR 15.403.  Adequate price competition exists when two or more responsible offerors, competing independently, submit priced offers that satisfy the Government's expressed requirement, or, the CO anticipates the presence of competition.  “Other than Cost and Pricing Data” will be obtained when the Contracting Officer will rely on information submitted by the offeror for a determination of fair and reasonable price. To determine the information an offeror is required to submit, the contracting officer will consider the guidance in Section 3.3, Chapter 3, Volume I, of the Contract Pricing Reference Guide cited at 15.404-1(a)(7).  A format similar to certified cost and pricing data can be used.  See FAR 15.403-3.

|_|  Advance Payments:  The Contracting Officer recognizes that advance payment is the least preferred method of contract financing (see FAR 32.106 and 32.402) and generally should not be authorized if other types of financing are reasonably available.  If required, a D&F will be prepared and signed through the HCA or Designee.
10. Consolidation Determination.  The use of a single contract or multiple award contract to satisfy two or more requirements with a total value of more than $2 million for goods or services that have been provided under two or more separate contracts each lower in cost than the total cost of the new contract.
|_|  Not applicable – the estimated acquisition value is below $2 million.
|_|  Not applicable – while the estimated acquisition value is over $2 million, this requirement is not a result of consolidation.
|_|  Applicable – the estimated acquisition value is over $2 million, the requirement is a result of consolidation, and small businesses are affected. Please attach the justification and identify any negative effect on small business.
11. Proposal Evaluation Criteria.   

|_|  a. Technical Evaluation Criteria.  (See Part VII of this AP.)

|_|  b. Mandatory Criteria. 
Mandatory Qualification Criteria (MQC), e.g., ownership of a license or patent, geographic restrictions, certifications/ accreditations, or special standards for contractor responsibility under FAR 9.104, will be included in the solicitation.  MQC establish conditions that must be met by each offeror in order for that offeror to be considered any further for award (see the NIAID SOP entitled “Mandatory Qualification Criteria for Offerors” for additional information).  When MQC apply, the criteria and the comprehensive rationale for their use must be provided as such criteria limit competition.  Both the criteria and the rationale will be included in the solicitation. Ultimately, the use and applicability of MQC is at the discretion of the Contracting Officer who has determined that the use of MQC for this acquisition is appropriate. See NIH Policy Manual 6315-1 Initiation, Review, Evaluation, and Award of R&D Contracts, paragraph E.1.e.5.a.  Please review the Section M- Evaluation Factors for Award attachment to this AP for the criteria used.  The Rationale for inclusion of each MQC is provided as follows: ________________________________________________________________________________________________________________________________________

12. Cost/Price Significance. Cost or price must be one of the evaluation factors.

|_|  Technical factors are of paramount consideration in the award of the contract, although past performance and cost/price are also important to the award decision.

|_|  Cost or price is paramount in the award of the contract.
	 	 	 	 	 
13. Past Performance.  

Past Performance Evaluation (RFP/IFB) is |_| Waived  |_| Not Waived. 

Past performance must be evaluated in all source selections for negotiated competitive acquisitions expected to exceed the simplified acquisition threshold (see FAR 15.304), unless the contracting officer documents the reason past performance is not an appropriate evaluation factor for the acquisition.  In addition, the use of past performance as an evaluation factor does not apply to noncompetitive actions.  The contracting officer and the project officer have used their discretion and judgment in determining the importance of past performance relative to other evaluation factors for this acquisition. When Past Performance has been waived, the contracting officer has determined that the use of past performance as an evaluation factor is not essential to ensuring award to the offeror most capable of performing because of the nature of the requirement; the performance risk associated with the requirement; or, the importance of past performance relative to other factors. A justification supporting this determination is provided, below. In any event, the contracting officer will consider past performance in determining an offeror's responsibility in accordance with FAR 9.104-3(b). 
_____________________________________________________
_____________________________________________________
 	 	 	 	 	 
14. Small Business Subcontracting Plan.
|_| Small Business Subcontracting Plan: The contracting officer will review the subcontracting plan for adequacy, ensuring that the required information, goals, and assurances are included (see 19.704). 
	
If not applicable, state why (see FAR 19.702(b)).
 _____________________________________________________	_____________________________________________________

For solicitations involving bundling that offer a significant opportunity for subcontracting, proposed small business subcontracting participation in the subcontracting plan must be included as an evaluation factor (see FAR 15.304(c)(5) and 15 U.S.C. 637(d)(4)(G)(i)).  
15. Peer Review.
This acquisition is; 
|_|  R&D, therefore peer review procedures apply in accordance with HHSAR 315.305(a)(3)(ii)(F)(1).
|_|  In support of R&D, therefore peer review procedures apply in accordance with HHSAR 315.305(a)(3)(ii)(F)(1).
|_|  Other programmatic contract that may require peer review.  Please explain below:
_____________________________________________________
_____________________________________________________

NIH Policy Manual 6315-1 Initiation, Review, Evaluation, and Award of R&D Contracts details the requirements and process for the peer review of project concept and technical proposals.  Provide a copy of “concept review” summary and minutes, if applicable, as an attachment to the AP.  If the project has been excluded from concept review, or the concept review has been deferred, attach a copy of the basis for the exclusion or deferral.

Concept Clearance	 

Is Concept Clearance required? 		|_| Yes     |_| No 
Has the Concept been approved? 		|_|Yes      |_| No
When yes, provide the date the Council approved the Concept:  ________________
A copy of the concept clearance is attached to this AP. 

Did the Council raise concerns about concept?  	|_| Yes  |_| No 
If yes, the resolution is described below:
	_____________________________________________________	_____________________________________________________
|_| 16. Health Insurance Portability and Accountability Act (HIPAA).  Health Insurance Portability and Accountability Act (HIPAA) applies to this requirement. 

|_|  17.  Privacy Act. The contractor will design, develop, operate, or maintain a system of records, on behalf of the Government, to accomplish an agency’s function whereby the records will contain information on individuals along with data identifying those individuals (example: name, social security number).  The Privacy Act applies to any system of records that includes identifying information about an individual.  Application of the privacy act is not specific only to contracts involving human subjects.  Guidance provided in FAR Part 24 and HHSAR Part 324 will be followed.  The System of Records Notice, or applicable Link, will be attached to the AP, solicitation, and resulting contract.

|_| The acquisition will comply with the HHS OCIO Policy on Privacy Impact Assessments, available at: http://www.hhs.gov/ocio/policy/index.html.

|_| 18. Research Involving Human Subjects.  

|_| The resulting contract is expected to involve the participation of human subjects in research activities, including interviews as well as studies and trials, and is considered non-exempt (see 45 CFR 46.101(b)(1-6) and HHSAR Subpart 370.3).  Human subject evaluation criteria will be included in Section M of the solicitation.  The evaluation will include protection from risks to the subjects, data and safety monitoring, and inclusion of women, minorities, and children as subjects.  A properly completed Optional Form OMB No. 0990-0263 (or a self-designated form) certifying IRB review must be approved by the DHHS Office for Human Research Protection (OHRP) and maintained by the Contracting Officer before research involving human subjects may be conducted under the contract.  The guidance provided in HHSAR Subpart 370.3--Acquisitions Involving Human Subjects will be followed.   

|_| The use of human subjects is considered exempt (see 45 CFR 46.101(b)(1-6) and HHSAR Subpart 370.3) as justified below.  Since NIH clarified what it considers to be human subjects research, the six human subjects exemptions rarely apply to NIAID applicants. Most research at NIAID is now either "human subjects" or "not human subjects." To learn how NIH clarified its policy on human subjects research, see the December 30, 2004 Guide notice, which was based on OHRP's Guidance on Research Involving Coded Private Information or Biological Specimens. 
 _____________________________________________________ 	_____________________________________________________

|_|  19. Human Materials.  The resulting contract is expected to obtain, receive, collect, store, modify or otherwise utilize human materials.  A properly completed "Protection of Human Subjects Assurance Identification/IRB Certification/Declaration of Exemption", Optional Form OMB No. 0990-0263 (or a self-designated form) certifying IRB review and approval of the protocol from which the human materials were obtained must be received from the contractor/subcontractor before research or collection involving human materials may be conducted under the contract.  

|_|  20. Stem Cells.  This requirement may involve the use of human embryonic stem cells.   The contractor will be required to adhere to the NIH Guidelines for Human Stem Cell Research at http://stemcells.nih.gov/index.asp.  These Guidelines implement Executive Order 13505, Removing Barriers to Responsible Scientific Research Involving Human Stem Cells, and establish policy and procedures under which the NIH will fund such research.

|_| 21. Research Involving Animals.  The resulting contract may involve the use of live vertebrate animals in research, experimentation, biological testing, or related efforts (see Public Health Service Policy on Humane Care and Use of Laboratory Animals and HHSAR 370.4).  The prime contractor (and any affected subcontractors) must have an approved Animal Welfare Assurance (AWA) on file with the Office Of Laboratory Animal Welfare (OLAW), NIH, prior to contract award, as required by the Public Health Service Policy on Humane Care and Use of Laboratory Animals (Revised 1986). The Contracting Officer will retain a copy of the AWA in the contract file.  Guidance provided in the NIH Policy Manual 6380-2, Responsibility for Care and Use of Animals, and HHSAR Subpart 370.4--Acquisitions Involving the Use of Laboratory Animals will be followed. 

|_| 22. Paperwork Reduction Act. 

|_|  OMB Clearance.  The intended acquisition involves the collection of information from 10 or more non-federal persons as part of a survey or information collection. The project officer/contracting officer’s technical representative (COTR) will submit OMB83I (request for OMB review) to the NIH Project Clearance Officer per the guidance provided in NIH Manual Chapter 1825 and HHSAR 307.7105.  Contract funds will not be expended to collect or record information until OMB Clearance has been obtained and the Clearance has been filed in the contract file. The OMB definition of "information" at 5 CFR 1320.7(j)(5) generally excludes facts and opinions obtained from individuals under treatment or clinical examination. Therefore, collections of information from such individuals do not require OMB review and approval. However, they do require approval from the NIH Clinical Exemption Review Committee. NIH closely monitors the application of these interpretations, and procedures have been developed at NIH for determining conformance to the stated OMB criteria.  

|_|  Clinical Exemption to OMB Clearance Requirements.  The intended acquisition involves the collection of information from 10 or more non-federal persons as part of a survey or information collection and statements will be obtained from individuals under treatment or clinical examination in connection with research on or prevention of a clinical disorder (and the related study control subjects).  In addition, clinical exemption may apply to the interpretation of biological analyses or other specimens, or the identification or classification of these specimens.  Thus, in accordance with 5 CFR 1320.3(h)(5), this requirement may be eligible for a Clinical Exemption to OMB Clearance requirements.  In order to obtain the clinical exemption, specific protocols, including descriptions of eligibility criteria, recruiting methods and the populations and conditions to be studied, will be submitted to the NIH Clinical Exemption Review Committee (CERC).  The project officer/COTR is normally required to apply for clinical exemption in contracts involving clinical trials.  The clinical exemption will be obtained before data is collected under a contract or subcontract.  NIH Manual Chapter 1825 provides additional guidance.  The Clinical Exemption will be filed in the contract file.

OMB Clearance/Clinical Exception to OMB Clearance:
  |_| Has been obtained
 |_| Will be obtained prior to data collection

|_| 23. Printing.  This requirement will involve printing or high volume duplicating services subject to authorization by the Joint Committee on Printing (JCP) of the U.S. Congress and |_| does |_| does not meet one of the three exemptions under Title III of the Government Printing and Binding Regulations.  

The PHS Act §284(c)(4) specifically exempts the Directors of Institutes from the requirement to obtain printing through the GPO. The appropriate guidance provided in NIH Policy Manual 6308 will be followed.  This activity includes services provided by graphic design contractors or any other service/support contractors.  

|_|  Audiovisual Materials, Publications, and Public Affairs Services. See NIH Manual Chapter 1183. The intended acquisition involves the production of audiovisual materials, publications, or public affairs services. Identify HHS section 508 requirements (http://508.hhs.gov) for making all files, including captioning, audio descriptions, videos, tables, graphics/pictures, registration forms, presentations (both audio and video) or other types of proprietary format files, e.g., Adobe Portable Document Format (.pdf), Microsoft Office PowerPoint (.ppt) and Microsoft Excel (.xls)], 508-compliant.

|_|  Audiovisual Products.  This requirement will involve the procurement of audiovisual production services greater than $5,000 and is subject to the clearance procedures outlined in Chapter 5-8 of the DHHS Public Affairs management Manual.  Applicable services include; motion pictures, slides, and video tape.  
|_|  Paid Advertising.  This requirement will involve the procurement of paid advertising.  The appropriate guidance provided in FAR Subpart 5.5 will be followed.  
|_|  Publications.  This requirement will involve the procurement of publications and periodicals subject to the clearance procedures of the DHHS Public Affairs Management Manual.  These procedures require any publication prepared through a contract to be sent for HHS clearance.  The clearance requirement does not apply to publication of articles in journals 
|_|  Public Affairs Services.  
This requirement will involve the procurement of public affairs services (print, auditory, and electronic media related services) greater than $5,000 and is subject to the clearance procedures outlined in the DHHS Public Affairs Management Manual.
|_|  24. Service Contract Act.  The provisions of the Service Contract Act apply to this requirement.  The principal purpose of the intended acquisition is to furnish services in the United States through the use of service employees.

|_|  25. Support Anti-terrorism by Fostering Effective Technologies (SAFETY) Act.  Pursuant to the Homeland Security Act of 2002 and the SAFETY Act of 2002, the proposed acquisition involves the development and use of anti-terrorism technologies that will enhance the protection of the nation. 
|_| The technology to be acquired is appropriate for SAFETY Act protections.

|_|  26. Selection of Conference Sites.
Please note that all meetings meeting the definition of a conference, as defined by the HHS Efficient Spending Policy, will comply with all applicable Efficient Spending Policy requirements. 

|_|  Use of NIH Conference Facilities.  This requirement may involve the use NIH of conference facilities.  The appropriate guidance provided in NIH Manual Chapter 1363, NIH Events Management Services, and by ORS/DSFM/FSSB (Facilities Support Services Branch) will be followed.

|_|  Selection of Conference Sites. This requirement involves the use of conference sites other than NIH of conference facilities. In accordance with the HHS Travel Manual (accessible at: http://www.hhs.gov/oamp/policies/), scheduling meetings and conferences in a jurisdiction (i.e., a state, city, town, or county) that has adopted a comprehensive smoke-free policy is encouraged. However, this policy may not be used in a manner inconsistent with the Competition in Contracting Act of 1984, Public Law 98-369, or any applicable regulation, such as the Federal Travel Regulations. A list of smoke-free jurisdictions can be accessed at: NCI Smoke-Free Meetings Policy  
	 	 	  	 	 	 	 	 	 
|_| 27. Shipping/Packaging. Discuss any special shipping or packaging requirements.	

|_| 28. Data Sharing.  The resulting contract will generate research data and sharing is required.  An offeror must submit a data sharing plan with its proposal that is evaluated during peer review.  This plan is not scored.  Weaknesses identified in the plan, or, in the rationale for not permitting the sharing of research data, will be part of discussions.  

|_| 29. Model Sharing.   The resulting contract will generate research involving model organisms for biomedical research.  An offeror must submit a plan for sharing model organisms for biomedical research with its proposal that is evaluated during peer review.  The plan is not scored.  Weaknesses identified in the plan will be a part of discussions and should be resolved prior to award.  

|_| 30. Safety and Health. The contractor will be required to adhere to NIH Policy regarding Data and Safety Monitoring and Reporting of Adverse Events, and, HHSAR Clause 352-223.70, Safety and Health, will be included in all clinical trial awards. The clause will also be included in all contracts involving toxic substances, hazardous materials, or operations.

|_| 31. Select Agents.  It is anticipated that the resulting contractor will be working with, storing, or transporting select agents, under the contract.  The appropriate select agent language will be included in the solicitation (see the DGS RFP Handbook File prescriptions for Sections C, H and L).  Additionally, Select Agent language will be included in Section C and H of the resulting contract.

|_| 32. Highly Pathogenic Agents.  It is anticipated that the resulting contractor will be working with, storing, or transporting highly pathogenic agents, under the contract.  The appropriate highly pathogenic agent language will be included in the solicitation (see the DGS RFP Handbook File prescriptions for Sections C, H and L).  Additionally, Highly Pathogenic Agent language will be included in Sections C and H of the resulting contract.

|_| 33. Research Involving Recombinant DNA.  The resulting contract may include research involving recombinant DNA technology.  A clearance will be obtained prior to contract award under provisions of "NIH Guidelines for Research Involving Recombinant DNA Molecules, Section III-D-2-b."  The NIH Guidelines are on line at:  http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html    

Additional information is available on the OBA website at: http://www4.od.nih.gov/oba/  

Institutional Biosafety Committee (IBC) approval of research involving recombinant DNA will also be obtained.  Further, the successful offeror will be required to register its IBC with the NIH Office of Biotechnology Activities (OBA) and file membership updates annually.  Guidance regarding IBC membership requirements and how to register an IBC with OBA found on OBA's web site at http://www4.od.nih.gov/oba/IBC/IBCindexpg.htm will be followed.

|_| 34. Genomic Data Sharing: The resulting contract is expected to include genomic research data. The NIH is interested in advancing Genomic Data Studies (GDS) to identify common genetic factors that influence health and disease through a centralized GDS data repository. For the purposes of this policy, a GDS is defined as any study of genetic variation across the entire human genome that is designed to identify genetic associations with observable traits (such as blood pressure or weight), or the presence or absence of a disease or condition. Data repository management (submission and access) is governed by the Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies, NIH Guide NOT-OD-07-088. For additional information, see http://grants.nih.gov/grants/gwas/.
                                                                                                                                                                 
|_| 35. Specific Copyright Provisions Applicable to Software Development and/or Enhancement. (Check applicable boxes)
[bookmark: Check56]|_| No software will be developed, modified, or enhanced under this proposed acquisition.	 
[bookmark: Check57]|_| New software will be developed exclusively under the proposed acquisition. 
 	 	
[bookmark: Check58]|_| The Government will require only the normally granted paid-up, world-wide irrevocable, nonexclusive license under this project. 	
 
[bookmark: Check59]|_| The Government will assert special copyright permissions/needs under the acquisition. The specific requirements must be listed below.  (Access to source code is an example of a special need.)	 	 	 	 	 
[bookmark: Check60]|_| Existing software will be modified or enhanced under the proposed acquisition.  

|_| 36. Works other than Software Development and/or Enhancements.  
Please describe the government’s interest in any copyright resulting from development of audiovisual and media materials.
_____________________________________________________
_____________________________________________________


Clearances
Indicate all pre-award clearances/approvals that apply to the project by checking the appropriate blocks.  Attach the necessary clearance/approval documentation, if available; otherwise, indicate when the clearance/approval will be provided. A reference(s) for each item is provided below. The CO must ensure that all required pre-award clearances, approvals, and assurances are satisfied at the appropriate stage of the acquisition process. This list may not include all required clearances/approvals for a specific project. Consult the OPDIV CO for further information.	

|_|  1.	Advisory and Assistance Services for Evaluation of Proposals. See FAR 37.203(d), 37.204, and HHSAR 315.305(a)(3)(i)(B)(2).  

|_|  2.	Animal Welfare. See the “Public Health Service Policy on Humane Care and Use of Laboratory Animals,” Revised 1986, and HHSAR 370.401. 

|_|  3.	Contracts with Federal Employees. See FAR 3.6 and HHSAR 303.6.  

|_|  4.	Equal Employment Opportunity (EEO) Clearance. See 41 CFR 60-1.29. 

|_|  5.	Human Subjects. See 45 CFR 46 and HHSAR 370.301. 

[bookmark: Check67]|_|  6.  Program and Project Manager Training. See HHSAR 301.607.	

|_|  7.	Public Affairs Services. See the HHS Public Affairs Management Manual, 1986, at http://www.dhhs.gov/hhsmanuals/public_affairs.pdf 

|_|  8. EIT. Approval of the NIH Section 508 Official or designee is required when claiming an exception to Section 508 of the Rehabilitation Act (see HHS Section 508 policy at http://508.hhs.gov/). 
 
|_|  9. Foreign Research Contracts. See the Foreign Relations Authorization Act (22 U.S.C. 	2656d (a). 

Foreign Contract - State Dept Clearance.  Clearance by the State Department will be obtained prior to awarding a foreign contract, a foreign subcontract, or a domestic contract or subcontract with a foreign component. Clearance procedures pertain to contracts for biomedical and behavioral research and development (R&D), contracts in support of biomedical R&D, or contracts for the proposed acquisition of human products (i.e. blood products or biopsy material) or biological materials from sources in a foreign country for use in the United States. The Division of International Relations (DIR), Fogarty International Center (FIC) will review and forward the NIH Form 1820 to the State Department. A foreign contract must not be awarded until the proposed project has been approved by the FIC and by the Department of State for conformance with U.S. foreign policy objectives. Clearance procedures are outlined in NIH Policy Manual 6325-1. Foreign clearances are not required for simplified acquisitions under FAR Part 13.  

|_|  10. Other Clearance(s). Specify the type of pre-award clearance/approval required and provide the necessary clearance information as part of the AP, if available; otherwise indicate when the clearance/approval will be provided (e.g., authorization to use appropriated funds to purchase food).




SOURCE SELECTION INFORMATION--SEE FAR 2.101 and 3.104
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