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APPLICATION FOR FEDERAL ASSISTANCE

SF 424 (R&R)
2. DATE SUBMITTED
01/07/2009

Applicant Identifier

3. DATE RECEIVED BY STATE State Application Identifier
1. * TYPE OF SUBMISSION
❍ Pre-application ❍ Application

● Changed/Corrected Application
4. Federal Identifier
1R43HD050805-01A1

5. APPLICANT INFORMATION * Organizational DUNS:799212931
* Legal Name: Strata Various Product Design
Department: Product Design & Development Division: Marketing
* Street1: 311 North Robertson Blvd Street2: Suite 318
* City: Beverly Hills County: Los Angeles * State: CA: California
Province: * Country: USA: UNITED STATES * ZIP / Postal Code: 90211

Person to be contacted on matters involving this application
Prefix: * First Name: Middle Name: * Last Name: Suffix:
Mr. Daniel Resnic
* Phone Number: 310-305-2984 Fax Number: 440-508-2984 Email: resnicpi@gmail.com

6. * EMPLOYER IDENTIFICATION NUMBER (EIN) or (TIN):
330546236

7. * TYPE OF APPLICANT
R: Small Business

Other (Specify):
Small Business Organization Type

❍Women Owned ❍ Socially and Economically Disadvantaged

8. * TYPE OF APPLICATION: ● New
❍ Resubmission ❍ Renewal ❍ Continuation ❍ Revision

If Revision, mark appropriate box(es).
❍ A. Increase Award ❍ B. Decrease Award ❍ C. Increase Duration
❍ D. Decrease Duration❍ E. Other (specify):

9. * NAME OF FEDERAL AGENCY:
National Institutes of Health

10. CATALOG OF FEDERAL DOMESTIC ASSISTANCE NUMBER:
TITLE:

* Is this application being submitted to other agencies?❍ Yes ● No
What other Agencies?
11. * DESCRIPTIVE TITLE OF APPLICANT'S PROJECT:
RAI CONDOM: Feasibility & Acceptability Study, Phase 1 Pilot Clinical Research
12. * AREAS AFFECTED BY PROJECT (cities, counties, states, etc.)
Global impact
13. PROPOSED PROJECT:
* Start Date * Ending Date
07/01/2009 12/31/2010

14. CONGRESSIONAL DISTRICTS OF:
a. * Applicant b. * Project
30 30

15. PROJECT DIRECTOR/PRINCIPAL INVESTIGATOR CONTACT INFORMATION
Prefix: * First Name: Middle Name: * Last Name: Suffix:
Mr. Daniel Resnic
Position/Title: Owner/CFO * Organization Name: Strata Various Product Design
Department: Product Design Division: R&D
* Street1: 311 North Robertson Blvd Street2: Suite 318
* City: Beverly Hills County: Los Angeles * State: CA: California
Province: * Country: USA: UNITED STATES * ZIP / Postal Code: 90211
* Phone Number: 310-305-2984 Fax Number: 440-508-2984 * Email: resnicpi@gmail.com

Tracking Number: GRANT00559879 Funding Opportunity Number: PA-08-050 Received Date: 2009-01-08 13:50:10.000-05:00 Time

Zone: GMT-5

OMB Number: 4040-0001
Expiration Date: 04/30/2008



SF 424 (R&R) APPLICATION FOR FEDERAL ASSISTANCE Page 2
16. ESTIMATED PROJECT FUNDING 17. * IS APPLICATION SUBJECT TO REVIEW BY STATE EXECUTIVE ORDER 12372 PRO-

CESS?
a. YES ❍ THIS PREAPPLICATION/APPLICATION WAS MADE AVAILABLE TO THE

STATE EXECUTIVE ORDER 12372 PROCESS FOR REVIEW ON:
DATE:

b. NO ● PROGRAM IS NOT COVERED BY E.O. 12372; OR

❍ PROGRAM HAS NOT BEEN SELECTED BY STATE FOR REVIEW

a. * Total Estimated Project Funding $731,199.00
b. * Total Federal & Non-Federal Funds $731,199.00
c. * Estimated Program Income $0.00

18. By signing this application, I certify (1) to the statements contained in the list of certifications* and (2) that the statements herein are true, complete
and accurate to the best of my knowledge. I also provide the required assurances * and agree to comply with any resulting terms if I accept an
award. I am aware that any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties. (U.S.
Code, Title 18, Section 1001)

● * I agree
* The list of certifications and assurances, or an Internet site where you may obtain this list, is contained in the announcement or agency specific instructions.

19. Authorized Representative
Prefix: * First Name: Middle Name: * Last Name: Suffix:
Mr. Daniel Resnic
* Position/Title: Owner/CFO * Organization Name: Strata Various Product Design
Department: Design Division: R&D
* Street1: 311 North Robertson Blvd Street2: Suite 318
* City: Beverly Hills County: Los Angeles * State: CA: California
Province: * Country: USA: UNITED STATES * ZIP / Postal Code: 90211
* Phone Number: 310 305-2984 Fax Number: 440 508-2984 * Email: resnicpi@gmail.com

* Signature of Authorized Representative

Daniel Resnic

* Date Signed

01/08/2009

20. Pre-application File Name: Mime Type:
21. Attach an additional list of Project Congressional Districts if needed.
File Name: Mime Type:

Tracking Number: GRANT00559879 Funding Opportunity Number: PA-08-050 Received Date: 2009-01-08 13:50:10.000-05:00 Time

Zone: GMT-5

OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED Project/Performance Site Location(s)

Project/Performance Site Primary Location
Organization Name: Strata Various Product Design
* Street1: 311 North Robertson Blvd. Street2: Suite 318
* City: Beverly Hills County: Los Angeles * State: CA: California

Province: * Country: USA: UNITED
STATES * Zip / Postal Code: 90211

Project/Performance Site Location 1
Organization Name: Regents of the University of California
* Street1: 1080 Wilshire Blvd. Street2: Suite 540
* City: Los Angeles County: Los Angeles * State: CA: California

Province: * Country: USA: UNITED
STATES

* Zip / Postal Code:
90095-7353

Project/Performance Site Location 2
Organization Name: Medco Products, Inc.
* Street1: 3863 East Eagle Drive Street2:
* City: Anaheim County: Orange * State: CA: California

Province: * Country: USA: UNITED
STATES * Zip / Postal Code: 92807

Project/Performance Site Location 3
Organization Name: UCLA Care Clinic
* Street1: 1399 S. Roxbury Drive Street2: Suite 100
* City: Los Angeles County: Los Angeles * State: CA: California

Province: * Country: USA: UNITED
STATES * Zip / Postal Code: 90035

Project/Performance Site Location 4
Organization Name: California Family Health Council
* Street1: 3660 Wilshire Blvd. Street2: Suite 600
* City: Los Angeles County: * State: CA: California

Province: * Country: USA: UNITED
STATES * Zip / Postal Code: 90000

File Name Mime Type

Additional Location(s)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED Other Project Information

1. * Are Human Subjects Involved? ● Yes ❍ No
1.a. If YES to Human Subjects

Is the IRB review Pending? ● Yes ❍ No
IRB Approval Date:
Exemption Number: 1 2 3 4 5 6
Human Subject Assurance Number 00004642

2. * Are Vertebrate Animals Used? ● Yes ❍ No
2.a. If YES to Vertebrate Animals

Is the IACUC review Pending? ● Yes ❍ No
IACUC Approval Date:
Animal Welfare Assurance Number 41-R-0061

3. * Is proprietary/privileged information
included in the application?

● Yes ❍ No

4.a. * Does this project have an actual or potential impact on
the environment?

❍ Yes ● No

4.b. If yes, please explain:
4.c. If this project has an actual or potential impact on the environment, has an exemption been authorized or an environmental assessment (EA) or

environmental impact statement (EIS) been performed? ❍ Yes ❍ No
4.d. If yes, please explain:

5.a. * Does this project involve activities outside the U.S. or
partnership with International Collaborators?

❍ Yes ● No

5.b. If yes, identify countries:
5.c. Optional Explanation:
6. * Project Summary/Abstract 3410-1_ABSTRACT.pdf Mime Type: application/pdf
7. * Project Narrative 450-1_NARRATIVE.pdf Mime Type: application/pdf
8. Bibliography & References Cited 6706-BIBLIOGRAPHY.pdf Mime Type: application/pdf
9. Facilities & Other Resources
10. Equipment
11. Other Attachments 9816-LTR-Viral_Barrier_Eval-Nelson_3_9_08.pdfMime Type: application/pdf
11. Other Attachments 5151-AppTec_Animal_Cert.pdf Mime Type: application/pdf
11. Other Attachments 2913-Report-_Condom_Test___Dimension_Determination_of_Rubber_Condoms,_ASTM_3492_-_390327.pdfMime Type: application/pdf
11. Other Attachments 270-Report-_Condom_Test___Tensile,_ASTM_3492_-_391161.pdfMime Type: application/pdf
11. Other Attachments 367-Report-_Condom_Test__Evaluation_of_Leakage_in_Condoms_390323.pdfMime Type: application/pdf
11. Other Attachments 1742-Report-_Condom_Test_Tensile,_ASTM_3492391281.pdfMime Type: application/pdf
11. Other Attachments 974-Report-_Cytotoxicity____MEM_elution,_L929_cells,_24_hrs._extraction_with_48_hrs._incubatio_390325.pdfMime Type: application/pdf
11. Other Attachments 2710-Report-_Cytotoxicity____MEM_elution,_L929_cells,_24_hrs._extraction_with_72_hrs._incubatio_390318.pdfMime Type: application/pdf
11. Other Attachments 3723-Report-_Irritation____Intracutaneous_Toxicity_(Subcontracted)_391904.pdfMime Type: application/pdf
11. Other Attachments 3591-Report-_Irritation_Vaginal-Musocal_390326.pdfMime Type: application/pdf
11. Other Attachments 9076-Report-_Sensitization___Local_Lymph_Node_Assay,_LLNA_(Subcontracted)_390321.pdfMime Type: application/pdf
11. Other Attachments 6583-Report-_Systemic_Toxicity____Material_Mediated_Pyrogen_(Subcontracted)_391906.pdfMime Type: application/pdf
11. Other Attachments 1364-Report-_Systemic_Toxicity___Systemic_Injection_(Subcontracted)_391905.pdfMime Type: application/pdf
11. Other Attachments 598-Report-_Tear_Resistance_of_Rubber_and_Elastomerics_391162.pdfMime Type: application/pdf
11. Other Attachments 9839-Akron-_Origami_Final_Burst_Report_-_PN_75851,_October_29,_2007_(2).pdfMime Type: application/pdf
11. Other Attachments 6438-Quote-Genotox_+_Muscle_Implantation_Tests_Quote__9-29-08.pdfMime Type: application/pdf
11. Other Attachments 4923-Viral_Lab_Report_391160.pdf Mime Type: application/pdf

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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11. Other Attachments 8863-QUOTE_-_KEVI_N__COMRAS_-__Origami_RAI_-_12_18_08.pdfMime Type: application/pdf
11. Other Attachments 5806-Quote_RAI_UCLA_str-dreJPR35385-2__12-26-08.pdfMime Type: application/pdf
11. Other Attachments 828-Quote-Ed_Gemma_Origami_RAI_Phase_I___1_3_09.pdfMime Type: application/pdf
11. Other Attachments 6766-Quote-Medco_Quote_Origami_RAI__1-01-09.pdfMime Type: application/pdf
11. Other Attachments 8766-4_Preliminary_Studies.pdf Mime Type: application/pdf
11. Other Attachments 7532-Quote-Condomania_RAI.pdf Mime Type: application/pdf
11. Other Attachments 5753-Quote_Hanscom.pdf Mime Type: application/pdf

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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    
                 






                

                  



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

        

                







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 
 


  
       


    
           
    

         




     
   
    



 



        





  
  


      
                  








              
                 
    




      




















4 preliminary studies                                                                                         Page 10

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



                     

        

                  
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





































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




























 
               
  


                





















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Dan Resnic 
Strata Various Product Design 
311 N. Robertson Blvd. #318 
Beverly Hills, CA 90211 
Phone: 310-305-2984 
Fax: 440-508-2984 
e-mail: resnicpi@gmail.com 
 
Dear Dan: 
 
Thank you for your interest in Nelson Laboratories, and for giving us an opportunity to offer a quote for your 
testing.  Standard sample recommendations and turnaround time are given below. 
 
ORIGAMI RAI CONDOM: 
 
Condom barrier test         Test Code CDM110 
Bacteriophage with controls – qualitative & quantitative test 
Sets of 20 required; predicate device also required (set of 40 = 20 test and 20 predicate) 
 
 40 condoms (each $300) ............................................................................................ $12,000.00 
 Turnaround Time: 38 days 
 Sample Amount:  20 test and 20 predicate  
 
 60 condoms (each $280) ............................................................................................ $16,800.00 
 Turnaround Time: 42 days 
 Sample Amount:  30 test and 30 predicate  
 
 >80 condoms, each condom ............................................................................................ $260.00 
 Turnaround Time: 50-60 days 
 Sample Amount:  >40 test and >40 predicate  
 
 R&D sets of novel condoms, each condom ...................................................................... $365.00 
 Turnaround Time: Consult NLI 
 Sample Amount:  Minimum 20 recommended 
 
 Total for 60 condoms tested GLP ................................................................................ $19,320.00 
 
Condom tensile and elongation test, ASTM D3492-02    Test Code CDM120 
Includes tensile and force at break. 
 Tensile test, sample preparation and conditioning ............................................................ $100.00 
 Each sample ...................................................................................................................... $30.00 
 
 Total for 13 samples tested GLP ...................................................................................... $765.00 
 Turnaround Time: 10 days 
 Sample Amount:  Min. 13 samples per type/lot 
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Condom burst test, ISO4074       Test Code CDM130 
This test determines air burst volume and air burst pressure. 
 Burst test, sample preparation and conditioning ............................................................... $100.00 
 Each sample ...................................................................................................................... $30.00 
 
 Total for 13 samples tested GLP ...................................................................................... $765.00 
 Turnaround Time: 7 days 
 Sample Amount:  Min. 13 samples per type/lot 
 
Dimensions of rubber condoms, ASTM D3492-02    Test Code CDM140 
 Each sample ...................................................................................................................... $15.00 
 
 Total for 13 samples tested GLP ...................................................................................... $470.00 
 Turnaround Time: 10 days 
 Sample Amount:  Min. 13 samples per type/lot 
 
Evaluation of leakage in condoms, ISO 4074 (Freedom from Holes)  Test Code CDM150 
 Leak test: test set-up and sample preparation .................................................................. $275.00 
 1-99 samples, each .............................................................................................................. $4.50 
 
 Total for 13 samples tested GLP ...................................................................................... $608.50 
 Turnaround Time: 10-12 days 
 Sample Amount:  Min. 13 samples per type/lot 
 
Tear resistance of condoms, ASTM D3492     Test Code PHY225 
 Tear resistance test: test set-up and sample preparation ................................................. $100.00 
 Each condom ..................................................................................................................... $30.00 
 
 Total for 13 samples tested GLP ...................................................................................... $765.00 
 Turnaround Time: 10-12 days 
 Sample Amount:  Min. 13 samples per type/lot 
 
Accelerated Aging study, per accelerated year     Test Code PKG110 
For accelerated aging Nelson Labs offers controlled environments.  Controlled aging chambers are set at 55% 
relative humidity and 55˚C. 
 
Aging cost is determined by the number of weeks and storage space used in the chamber. 
 Per day .............................................................................................................................. $22.00 
 For 2 year aging (13 weeks (91 days) x 7 days/week x $22/day) .................................. $2,002.00 
 
 Total for 2 years accelerated aging tested GLP ............................................................. $2,302.30 
 Turnaround Time:  Aging time plus 7-10 days to final report 
 Sample Amount:  Dependent on aging parameters and post-aging test requirements 
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Condom tensile and elongation test, ASTM D3492-02    Test Code CDM120 
Includes tensile and force at break. 
 Tensile test, sample preparation and conditioning ............................................................ $100.00 
 Each sample ...................................................................................................................... $30.00 
 
 Total for 13 samples tested FDA GLP .............................................................................. $765.00 
 Turnaround Time: 10 days 
 Sample Amount:  Min. 13 samples per type/lot 
 
Note that this is to be performed on the body of the condom only (post-aging)  This portion of the quote is for 
Biocompatibility testing. This portion reflects GLP (Good Laboratory Practice) prices. Studies with an addition 
sign (+) are subcontracted to another facility.  The sample amounts for the Biocompatibility are not in terms of 
units, but rather surface area.  These amounts are in accordance with ISO 10993. I have included the sample 
areas for each test that you have requested. 
 
Cytotoxicity: MEM Elution (ISO/USP): 48 hours incubation   Test Code CTX110 
 Turnaround Time: 7 days ......................................................................................... GLP $405.00 
 Sample Amount: 1 complete device, each device must be 120 cm2 or 4 grams 
 
Cytotoxicity: MEM Elution (ISO/USP): 72 hours incubation   Test Code CTX115 
 Turnaround Time: 7 days ......................................................................................... GLP $405.00 
 Sample Amount: 1 complete device, each device must be 120 cm2 or 4 grams 
 
Note: Sponsor needs to decide which time exposure is needed. 
 
+Sensitization: Local Lymph Node Assay (w/2 extracts)    Test Code SCX120 
 Turnaround Time: 4-6 weeks ................................................................................ GLP $7,100.00 
 Sample Amount: 6 complete devices, each device must be 120 cm2 or 4 grams 
 
+Irritation: Vaginal Irritation (ISO) (w/2 extracts)     Test Code SCX260 
 Turnaround Time: 4-5 weeks ................................................................................ GLP $3,750.00 
 Sample Amount: 5 complete devices, each device must be 120 cm2 or 4 grams 
 
+Irritation: Intracutaneous Reactivity (ISO) (w/2 extracts)   Test Code SCX210 
 Turnaround Time: 4 weeks ...................................................................................... GLP $895.00 
 Sample Amount: 2 complete devices, each device must be 120 cm2 or 4 grams 
 
+Systemic Toxicity: Systemic Injection (ISO/USP) (w/2 extracts)  Test Code SCX310 
 Turnaround Time: 4 weeks ...................................................................................... GLP $705.00 
 Sample Amount: 2 complete devices, each device must be 120 cm2 or 4 grams 
 
+Systemic Toxicity: Material Mediated Pyrogen (ISO)    Test Code SCX320 
 Turnaround Time: 4 weeks ...................................................................................... GLP $680.00 
 Sample Amount: 450 cm2 or 30 grams 
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The following three Genotoxicity tests are all required to satisfy the ISO 10993-3 requirement. 
 
Genotoxicity: Ames test (w/ 2 extracts)      Test Code GTX110 
 Turnaround Time: 5 weeks ................................................................................... GLP $2,760.00 
 Sample Amount: 240 cm2 or 8 grams 
 
Genotoxicity: Chromosomal Aberration (w/2 extracts)    Test Code GTX220 
 Turnaround Time: 8-9 weeks .............................................................................. GLP $13,800.00 
 Sample Amount: 4 complete devices, each device must be 120 cm2 or 4 grams 
 
+Genotoxicity: Mouse Lymphoma (w/2 extracts)     Test Code SCX530 
 Turnaround Time: 6 weeks ................................................................................... GLP $9,100.00 
 Sample Amount: 2 complete devices, each device must be 120 cm2 or 4 grams 
 
There are five time points offered for implantation.  The duration of the test should reflect patient exposure. 
 
+Implantation w Histopathology: (ISO) 1 Week Observation   Test Code SCX610 
 Turnaround Time: 7 weeks ................................................................................... GLP $2,150.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips 
 
+Implantation w Histopathology: (ISO) 2 Week Observation   Test Code SCX620 
 Turnaround Time: 8 weeks ................................................................................... GLP $2,350.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips 
 
+Implantation w Histopathology: (ISO) 4 Week Observation   Test Code SCX630 
 Turnaround Time: 10 weeks.................................................................................. GLP $2,800.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips 
 
+Implantation w Histopathology: (ISO) 8 Week Observation   Test Code SCX640 
 Turnaround Time: 15 weeks.................................................................................. GLP $3,350.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips 
 
+Implantation w Histopathology: (ISO) 12 Week Observation   Test Code SCX650 
 Turnaround Time: 19 weeks.................................................................................. GLP $4,500.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips 
 
Note: Sponsor needs to decide which contact duration (including repeat contact) is needed. 
 
Samples with a thickness greater than 0.5 mm require half of the sample amount for all listed studies in order 
to comply with ISO 10993 specifications. 
 
Please note that samples with large surface area or weight may accrue additional charges for extraction media.  Surface 
area is the preferred method for determining sample amount.  If surface area data is available please provide it at time of 
sample submission.  Devices with complex surface areas may incur additional charges if Nelson performs the 
calculations.  We can also use weight as an alternative.  Please indicate the method you would like to use upon sample 
submission. 
 
 Total estimated cost (only Ames test, not including implantation) ....................... $42,055.80 
 Total estimated cost (all three genotoxicity tests, not including implantation).... $64,955.80 
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FDA GLP fee, (optional) per study ............................................................................. as indicated above 
Final reports intended for submission to the U.S. Food and Drug Administration (FDA) in support of a marketing request may need to be 
conducted under the current Good Laboratory Practices (cGLP) regulations of the specific agency.  Sponsors should notify the 
laboratory prior to initiation of such tests and this should be done on the Sample Submission Form checkbox for GLP / Non-GLP.  GLP 
is a value-added service which includes QA master file tracking of samples, QA audit of test phase and QA/GLP statement in the final 
report.  Additional time may be required for the QA review. 
 
If you have any questions regarding this price quote or test information please contact me.  Thank you for 
testing with Nelson Laboratories, Inc. 
 
Regards, Expiration date: 28 Feb 2009 
 
 
Jason Smith 
Sales Manager 
Nelson Laboratories, Inc. 
e-mail: jrsmith@nelsonlabs.com 
Phone: 801.290.7522 
 
 
Justin Pate 
Regional Representative – West 
Nelson Laboratories, Inc. 
e-mail: jpate@nelsonlabs.com 
Phone: 801.290.7523 
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STAT fees, (optional) per study ........................................................................................... Generally 50% additional 
STAT fees are for expedited testing (minimum fee, $50.00). Due to compendia and scientific requirements, certain studies may not 
qualify for STAT testing. 
 
Prepayment Requirements: A 50% prepayment is due for new clients before work can begin.  For projects that are large 
or extended (>3 months), partial or phase completion payments may be required. 
 
With a current account, clients are invoiced after their studies are completed and results are issued. Studies over 
$5,000.00 will normally require a 50% prepayment to help cover the initial set-up and test costs for these studies. 
Balances past due (over 30 days) must be brought current before new work will be accepted. 
 
A 100% prepayment is due for international clients before work can begin. 
 
Forms of Payment: We accept wire transfers, checks drawn on U.S. Banks, or Visa, Master Card, and American 
Express credit cards. For questions regarding credit applications or wire transfer routing, please contact Nelson 
Laboratories’ Accounting Department at accounting@nelsonlabs.com.  A $25 handling charge will be applied to wire 
transfer payments. 
 
Turnaround Time Terms: 
The quoted turnaround time is for standard testing.  Any issues that may cause non-standard testing situations, or testing 
difficulties due to the nature of the sample may cause the turnaround time to be greater. 
 
Purchase Orders: 
Purchase orders are generally recommended.  A purchase order is required for all studies over $3,000.  All POs may be 
sent to the Nelson accounting department via email (accounting@nelsonlabs.com) or by Attn: Accounting to fax 801-290-
7998. 
 
Shipping Information: 
A copy of the submission form is available at www.nelsonlabs.com.  Please include a completed submission form when 
sending samples to the lab.  Full sample identification should also be included as this will identify the test article in the 
final report. 
 
   Ship to  
   Attn: Login Department 
   Nelson Laboratories, Inc. 
   6280 S. Redwood Rd. 
   Salt Lake City, UT 84123  USA 
 
Terms of Payment 
Terms are net 30 days from date of invoice.  A charge of $25.00 will be incurred for each returned check. 
 
Cancellation Fees 
A purchase order and full payment for partial billings is required where the client has requested initiation of a study and 
subsequently cancels the study.  In order to cover costs, a charge of $25.00 is assessed at the time a study is cancelled 
in addition to any work already completed on the project. 
 
A full description of Nelson Laboratories’ terms and conditions can be found at www.nelsonlabs.com/conditions.jsp. 
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 




















              









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





 











      


 

 

• 
• 


• 
• 


  
  


    
        



 









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Dan Resnic 
STRATA VARIOUS PRODUCT DESIGN 
311 N. Robertson Blvd. #318 
Beverly Hills, CA 90211 
Phone: 310-305-2984    
Fax: 440-508-2984 
E-mail: dan.resnic@gmail.com  
 
Dear Dan: 
 
Thank you for your interest in Nelson Laboratories, and for giving us an opportunity to offer a quote for your 
testing.  This quote reflects Non-GLP and GLP (Good Laboratory Practice) prices.  Studies with an addition 
sign (+) are subcontracted to another facility.   
 
Please note that for projects over $5000 a 50% prepayment is required before testing can begin.  To make 
prepayment, please contact our accounting department at 801-290-7507 or accounting@nelsonlabs.com. 
 
The following three Genotoxicity tests are all required to satisfy the ISO 10993-3 requirement. 
 
Genotoxicity: Ames test (w/ 2 extracts)      Test Code GTX110 
 Turnaround Time: 5 weeks ........................................................................... Non-GLP $2,400.00 
 Sample Amount: 240 cm2 or 8 grams .................................................................... GLP $2,760.00 
 
Genotoxicity: Chromosomal Aberration (w/2 extracts)    Test Code GTX220 
 Turnaround Time: 10-12 weeks .................................................................. Non-GLP $12,000.00 
 Sample Amount: 4 complete devices .................................................................. GLP $13,800.00 
     Each device must be 120 cm2 or 4 grams 
 
+Genotoxicity: Mouse Lymphoma (w/2 extracts)     Test Code SCX530 
 Turnaround Time: 6 weeks ........................................................................... Non-GLP $8,575.00 
 Sample Amount: 2 complete devices, each device must be 120 cm2 or 4 grams .. GLP $9,100.00 
 
There are five time points offered for implantation.  The duration of the test should reflect patient exposure. 
 
+Implantation w Histopathology: (ISO) 1 Week Observation   Test Code SCX610 
 Turnaround Time: 7 weeks ........................................................................... Non-GLP $2,000.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips ............................................................. GLP $2,150.00 
 
+Implantation w Histopathology: (ISO) 2 Week Observation   Test Code SCX620 
 Turnaround Time: 8 weeks ........................................................................... Non-GLP $2,200.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips ............................................................. GLP $2,350.00 
 
+Implantation w Histopathology: (ISO) 4 Week Observation   Test Code SCX630 
 Turnaround Time: 10 weeks.......................................................................... Non-GLP $2,650.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips ............................................................. GLP $2,800.00 
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+Implantation w Histopathology: (ISO) 8 Week Observation   Test Code SCX640 
 Turnaround Time: 15 weeks.......................................................................... Non-GLP $3,250.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips ............................................................. GLP $3,350.00 
 
+Implantation w Histopathology: (ISO) 12 Week Observation   Test Code SCX650 
 Turnaround Time: 19 weeks.......................................................................... Non-GLP $4,250.00 
 Sample Amount: 14, 1 x 1 x 10 mm strips ............................................................. GLP $4,500.00 
 
Samples with a thickness greater than 0.5 mm require half of the sample amount for all listed studies in order to 
comply with ISO 10993 specifications. 
 
Please note that samples with large surface area or weight may accrue additional charges for extraction media.  Surface 
area is the preferred method for determining sample amount.  If surface area data is available please provide it at time of 
sample submission.  Devices with complex surface areas may incur additional charges if Nelson performs the 
calculations.  We can also use weight as an alternative.  Please indicate the method you would like to use upon sample 
submission. 
 
FDA GLP fee, (optional) per study ............................................................................. as indicated above 
Final reports intended for submission to the U.S. Food and Drug Administration (FDA) in support of a marketing request may need to be 
conducted under the current Good Laboratory Practices (cGLP) regulations of the specific agency.  Sponsors should notify the 
laboratory prior to initiation of such tests and this should be done on the Sample Submission Form checkbox for GLP / Non-GLP.  GLP 
is a value-added service which includes QA master file tracking of samples, QA audit of test phase and QA/GLP statement in the final 
report.  Additional time may be required for the QA review. 
 
If you have any questions regarding this price quote or test information please contact me.  Thank you for 
testing with Nelson Laboratories, Inc. 
 
Regards, Expiration date: 31 Dec 2008 
 
Justin Pate, B.S. 
Regional Representative – Mountain/West 
Nelson Laboratories, Inc. 
e-mail: jpate@nelsonlabs.com 
Phone: 801.290.7523 
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STAT fees, (optional) per study ........................................................................................... Generally 50% additional 
STAT fees are for expedited testing (minimum fee, $50.00). Due to compendia and scientific requirements, certain studies may not 
qualify for STAT testing. 
 
Prepayment Requirements: A 50% prepayment is due for new clients before work can begin.  For projects that are large 
or extended (>3 months), partial or phase completion payments may be required. 
 
With a current account, clients are invoiced after their studies are completed and results are issued. Studies over 
$5,000.00 will normally require a 50% prepayment to help cover the initial set-up and test costs for these studies. 
Balances past due (over 30 days) must be brought current before new work will be accepted. 
 
A 100% prepayment is due for international clients before work can begin. 
 
Forms of Payment: We accept wire transfers, checks drawn on U.S. Banks, or Visa, Master Card, and American 
Express credit cards. For questions regarding credit applications or wire transfer routing, please contact Nelson 
Laboratories’ Accounting Department at accounting@nelsonlabs.com.  A $25 handling charge will be applied to wire 
transfer payments. 
 
Turnaround Time Terms: 
The quoted turnaround time is for standard testing.  Any issues that may cause non-standard testing situations, or testing 
difficulties due to the nature of the sample may cause the turnaround time to be greater. 
 
Purchase Orders: 
Purchase orders are generally recommended.  A purchase order is required for all studies over $3,000.  All POs may be 
sent to the Nelson accounting department via email (accounting@nelsonlabs.com) or by Attn: Accounting to fax 801-290-
7998. 
 
Shipping Information: 
A copy of the submission form is available at www.nelsonlabs.com.  Please include a completed submission form when 
sending samples to the lab.  Full sample identification should also be included as this will identify the test article in the 
final report. 
 
   Ship to  
   Attn: Login Department 
   Nelson Laboratories, Inc. 
   6280 S. Redwood Rd. 
   Salt Lake City, UT 84123  USA 
 
Terms of Payment 
Terms are net 30 days from date of invoice.  A charge of $25.00 will be incurred for each returned check. 
 
Cancellation Fees 
A purchase order and full payment for partial billings is required where the client has requested initiation of a study and 
subsequently cancels the study.  In order to cover costs, a charge of $25.00 is assessed at the time a study is cancelled 
in addition to any work already completed on the project. 
 
A full description of Nelson Laboratories’ terms and conditions can be found at www.nelsonlabs.com/conditions.jsp. 
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


 













     






  










   





 
   

 
   

 
   






   

   
    

   
   
  

  
          
   

   
   

     
    
     





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

     
          
 

      

       
     



      

         




                 
 



 

 
 


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RESEARCH & RELATED Senior/Key Person Profile (Expanded)

PROFILE - Project Director/Principal Investigator

Prefix * First Name Middle Name * Last Name Suffix
Mr. Daniel Resnic

Position/Title: Owner/CFO Department: Product Design

Organization Name: Strata Various Product Design Division: R&D

* Street1: 311 North Robertson Blvd Street2: Suite 318

* City: Beverly Hills County: Los Angeles * State: CA: California Province:

* Country: USA: UNITED STATES * Zip / Postal Code: 90211

*Phone Number Fax Number * E-Mail
310-305-2984 440-508-2984 resnicpi@gmail.com

Credential, e.g., agency login: DANINDESERTPI
* Project Role: PD/PI Other Project Role Category:

File Name Mime Type
*Attach Biographical Sketch 4829--Biosketch_RESNIC.pdf application/pdf
Attach Current & Pending Support

PROFILE - Senior/Key Person

Prefix * First Name Middle Name * Last Name Suffix
Dr. Pamina Gorbach

Position/Title: Associate Professor Department: Dept. of Epidemiology

Organization Name: Regents of the University of California Division: Research

* Street1: 1080 Wilshire Blvd Street2: Suite 540

* City: Los Angeles County: Los Angeles * State: CA: California Province:

* Country: USA: UNITED STATES * Zip / Postal Code: 90095-7353

*Phone Number Fax Number * E-Mail
310-794-2555 310-794-2808 pgorbach@ucla.edu

Credential, e.g., agency login: GORBACH2
* Project Role: Other (Specify) Other Project Role Category: co-Investigator

File Name Mime Type
*Attach Biographical Sketch 9076-Biosketch-Gorbach.pdf application/pdf
Attach Current & Pending Support

PROFILE - Senior/Key Person

Prefix * First Name Middle Name * Last Name Suffix
Dr. Alen Voskanian MD

Position/Title: Associate Physician Diplomate, UCLA Department:

Organization Name: Regents of the University of California Division: Research

* Street1: 2629 Main St. Street2: Suite 110

* City: Santa Monica County: Los Angeles * State: CA: California Province:

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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* Country: USA: UNITED STATES * Zip / Postal Code: 90405

*Phone Number Fax Number * E-Mail
818-248-9574 310-584-1459 doctorav@hotmail.com

Credential, e.g., agency login:
* Project Role: Consultant Other Project Role Category:

File Name Mime Type
*Attach Biographical Sketch 6106-Biosketch-Voskanian.pdf application/pdf
Attach Current & Pending Support

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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Filename

MimeType

ADDITIONAL SENIOR/KEY
PERSON PROFILE(S)

Filename

MimeType

Additional Biographical
Sketch(es) (Senior/Key Person)

Filename

MimeType

Additional Current and
Pending Support(s)

1) Please attach Attachment 1

2) Please attach Attachment 2

3) Please attach Attachment 3

4) Please attach Attachment 4

When submitting senior/key persons in excess of 8 individuals, please attach additional senior/key person forms here. Each additional form at-
tached here, will provide you with the ability to identify another 8 individuals, up to a maximum of 4 attachments (32 people).

The means to obtain a supplementary form is provided here on this form, by the button below. In order to extract, fill, and attach each additional
form, simply follow these steps:

•
•

•
•
•
•
•

Important:

Select the "Select to Extract the R&R Additional Senior/Key Person Form" button, which appears below.

Save the file using a descriptive name, that will help you remember the content of the supplemental form that you are creating. When as-
signing a name to the file, please remember to give it the extension ".xfd" (for example, "My_Senior_Key.xfd"). If you do not name your file
with the ".xfd" extension you will be unable to open it later, using your PureEdge viewer software.

Using the "Open Form" tool on your PureEdge viewer, open the new form that you have just saved.

Enter your additional Senior/Key Person information in this supplemental form. It is essentially the same as the Senior/Key person form that
you see in the main body of your application.

When you have completed entering information in the supplemental form, save it and close it.

Return to this "Additional Senior/Key Person Form Attachments" page.

Attach the saved supplemental form, that you just filled in, to one of the blocks provided on this "attachments" form.

Please attach additional Senior/Key Person forms, using the blocks below. Please remember that the files you attach must be Senior/
Key Person Pure Edge forms, which were previously extracted using the process outlined above. Attaching any other type of file may
result in the inability to submit your application to Grants.gov.

RESEARCH & RELATED Senior/Key Person Profile (Expanded)
Additional Senior/Key Person Form Attachments

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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 



















 

 


 



   


 

        







    








   





     
 









      



 



 

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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 

             


               



       


        



• 
• 
• 
• 
• 
•              



   

             





               



      
                 




 


            

    



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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel














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 


 


 



 


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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 



 


 


 



 














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
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel




































           







    






 
     





         
   





         

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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel





   


         


               




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      








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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel




















  


   


   
   
   

   

 

 

 

 



 

 




         



 




  


  
  
  













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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel























  






































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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel






















































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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



RESEARCH & RELATED BUDGET - SECTION A & B, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

A. Senior/Key Person
Prefix * First Name Middle Name * Last Name Suffix * Project Role Base Salary

($)
Cal.

Months
Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits ($)

* Funds Requested ($)

1. Mr. Daniel Resnic PD/PI 128,000.00 12.00 57,600.00 4,800.00 62,400.00
Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Mime Type: Total Senior/Key Person 62,400.00

B. Other Personnel
* Number of
Personnel

* Project Role Cal.
Months

Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits

* Funds Requested
($)

Post Doctoral Associates
Graduate Students
Undergraduate Students

1 Secretarial/Clerical 12.00 26,244.00 3,200.00 29,444.00
1 Project Co-Ordinator 6.00 38,410.00 6,200.00 44,610.00
1 R&D Project Manager 6.00 35,288.00 6,200.00 41,488.00
3 Total Number Other Personnel Total Other Personnel 115,542.00

Total Salary, Wages and Fringe Benefits (A+B) 177,942.00
RESEARCH & RELATED Budget {A-B} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTION C, D, & E, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

C. Equipment Description
List items and dollar amount for each item exceeding $5,000

Equipment Item * Funds Requested ($)
1. Dedicated Project laptop- Mac format 2,900.00
2. 3-D software 2,200.00
3. Anatomical model 7,500.00

Total funds requested for all equipment listed in the attached file

Total Equipment 12,600.00

Additional Equipment: File Name: Mime Type:

D. Travel Funds Requested ($)
1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 5,860.00
2. Foreign Travel Costs

Total Travel Cost 5,860.00

E. Participant/Trainee Support Costs Funds Requested ($)
1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:
Number of Participants/Trainees Total Participant/Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



RESEARCH & RELATED BUDGET - SECTIONS F-K, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

F. Other Direct Costs Funds Requested ($)
1. Materials and Supplies 3,850.00
2. Publication Costs 3,700.00
3. Consultant Services 166,904.00
4. ADP/Computer Services 5,500.00
5. Subawards/Consortium/Contractual Costs 157,677.00
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations
8. Telephone, Postage, Courier 4,580.00
9. Liability Insurance, Staff Parking, mileage 12,280.00
10. Packaging (product study samples) 8,550.00

Total Other Direct Costs 363,041.00

G. Direct Costs Funds Requested ($)

Total Direct Costs (A thru F) 559,443.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) * Funds Requested ($)
1. Multiple "Business Confidential" Rates used 25,045.00

Total Indirect Costs 25,045.00

Cognizant Federal Agency
(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)

Total Direct and Indirect Institutional Costs (G + H) 584,488.00

J. Fee Funds Requested ($)

40,912.00

K. * Budget Justification File Name: 269-1_BUDGET_JUSTIFICATION.pdf Mime Type: application/pdf
(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



RESEARCH & RELATED BUDGET - SECTION A & B, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

A. Senior/Key Person
Prefix * First Name Middle Name * Last Name Suffix * Project Role Base Salary

($)
Cal.

Months
Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits ($)

* Funds Requested ($)

1. Mr. Daniel Resnic PD/PI 128,000.00 6.00 28,000.00 2,980.00 30,980.00
Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Mime Type: Total Senior/Key Person 30,980.00

B. Other Personnel
* Number of
Personnel

* Project Role Cal.
Months

Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits

* Funds Requested
($)

Post Doctoral Associates
Graduate Students
Undergraduate Students

1 Secretarial/Clerical 6.00 15,000.00 1,580.00 16,580.00
1 Total Number Other Personnel Total Other Personnel 16,580.00

Total Salary, Wages and Fringe Benefits (A+B) 47,560.00
RESEARCH & RELATED Budget {A-B} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



RESEARCH & RELATED BUDGET - SECTION C, D, & E, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

C. Equipment Description
List items and dollar amount for each item exceeding $5,000

Equipment Item * Funds Requested ($)

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment: File Name: Mime Type:

D. Travel Funds Requested ($)
1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions) 2,600.00
2. Foreign Travel Costs

Total Travel Cost 2,600.00

E. Participant/Trainee Support Costs Funds Requested ($)
1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:
Number of Participants/Trainees Total Participant/Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTIONS F-K, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 7992129310000
* Budget Type: ● Project ❍ Subaward/Consortium
Enter name of Organization: Strata Various Product Design

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

F. Other Direct Costs Funds Requested ($)
1. Materials and Supplies 1,725.00
2. Publication Costs 0.00
3. Consultant Services 0.00
4. ADP/Computer Services 0.00
5. Subawards/Consortium/Contractual Costs 79,826.00
6. Equipment or Facility Rental/User Fees
7. Alterations and Renovations

Total Other Direct Costs 81,551.00

G. Direct Costs Funds Requested ($)

Total Direct Costs (A thru F) 131,711.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) * Funds Requested ($)
1. Multiple "Business Confidential" Rates used 15,000.00 15,000.00

Total Indirect Costs 15,000.00

Cognizant Federal Agency
(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)

Total Direct and Indirect Institutional Costs (G + H) 146,711.00

J. Fee Funds Requested ($)

10,267.00

K. * Budget Justification File Name: 269-1_BUDGET_JUSTIFICATION.pdf Mime Type: application/pdf
(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel










      





 


 
       
              









                    















                   
                  







    
                  
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel










               




     










   
      
                









               




             






                




Budget Justification                                                                                          Page 125

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel





               
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














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RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)

Section A, Senior/Key Person 93,380.00

Section B, Other Personnel 132,122.00

Total Number Other Personnel 4

Total Salary, Wages and Fringe Benefits (A+B) 225,502.00

Section C, Equipment 12,600.00

Section D, Travel 8,460.00

1. Domestic 8,460.00

2. Foreign

Section E, Participant/Trainee Support Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs 444,592.00

1. Materials and Supplies 5,575.00

2. Publication Costs 3,700.00

3. Consultant Services 166,904.00

4. ADP/Computer Services 5,500.00

5. Subawards/Consortium/Contractual Costs 237,503.00

6. Equipment or Facility Rental/User Fees 0.00

7. Alterations and Renovations

8. Other 1 4,580.00

9. Other 2 12,280.00

10. Other 3 8,550.00

Section G, Direct Costs (A thru F) 691,154.00

Section H, Indirect Costs 40,045.00

Section I, Total Direct and Indirect Costs (G + H) 731,199.00

Section J, Fee 51,179.00

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTION A & B, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

A. Senior/Key Person
Prefix * First Name Middle Name * Last Name Suffix * Project Role Base Salary

($)
Cal.

Months
Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits ($)

* Funds Requested ($)

1. Dr. Pamina Gorbach PhD PD/PI 168,400.00 1.20 16,840.00 2,863.00 19,703.00
2. Dr. Robert Weiss PhD Biostatistician 126,567.00 0.60 6,328.00 1,202.00 7,530.00
Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Mime Type: Total Senior/Key Person 27,233.00

B. Other Personnel
* Number of
Personnel

* Project Role Cal.
Months

Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits

* Funds Requested
($)

Post Doctoral Associates
1 Graduate Students 2.20 3.00 19,579.00 587.00 20,166.00

Undergraduate Students
Secretarial/Clerical

1 Clinical Research Coordinator 6.00 35,000.00 8,400.00 43,400.00
1 Program/IT 1.20 6,000.00 1,440.00 7,440.00
3 Total Number Other Personnel Total Other Personnel 71,006.00

Total Salary, Wages and Fringe Benefits (A+B) 98,239.00
RESEARCH & RELATED Budget {A-B} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTION C, D, & E, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

C. Equipment Description
List items and dollar amount for each item exceeding $5,000

Equipment Item * Funds Requested ($)

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment: File Name: Mime Type:

D. Travel Funds Requested ($)
1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)
1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:
Number of Participants/Trainees Total Participant/Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTIONS F-K, BUDGET PERIOD 1
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2009 * End Date: 06-30-2010 Budget Period: 1

F. Other Direct Costs Funds Requested ($)
1. Materials and Supplies 2,700.00
2. Publication Costs
3. Consultant Services
4. ADP/Computer Services
5. Subawards/Consortium/Contractual Costs
6. Equipment or Facility Rental/User Fees 10,500.00
7. Alterations and Renovations
8. Communications 2,581.00
9. Other project expenses 15,285.00

Total Other Direct Costs 31,066.00

G. Direct Costs Funds Requested ($)

Total Direct Costs (A thru F) 129,305.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) * Funds Requested ($)
1. Facilities & Administration Modified Direct Costs 26 109,123.00 28,372.00

Total Indirect Costs 28,372.00

Cognizant Federal Agency
(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)

Total Direct and Indirect Institutional Costs (G + H) 157,677.00

J. Fee Funds Requested ($)

K. * Budget Justification File Name: 5214-Budject_Justification_UCLA.pdf Mime Type: application/pdf
(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTION A & B, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

A. Senior/Key Person
Prefix * First Name Middle Name * Last Name Suffix * Project Role Base Salary

($)
Cal.

Months
Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits ($)

* Funds Requested ($)

1. Dr. Pamina Gorbach PhD PI/PD 176,820.00 1.20 17,682.00 3,360.00 21,042.00
2. Dr. Robert Weiss PhD Biostatistician 132,895.00 0.60 6,645.00 1,263.00 7,908.00
Total Funds Requested for all Senior Key Persons in the attached file

Additional Senior Key Persons: File Name: Mime Type: Total Senior/Key Person 28,950.00

B. Other Personnel
* Number of
Personnel

* Project Role Cal.
Months

Acad.
Months

Sum.
Months

* Requested
Salary ($)

* Fringe
Benefits

* Funds Requested
($)

Post Doctoral Associates
1 Graduate Students 2.20 3.00 5,573.00 167.00 5,740.00

Undergraduate Students
Secretarial/Clerical

1 Clinical Research Study Coordinator 6.00 36,400.00 8,736.00 45,136.00
2 Total Number Other Personnel Total Other Personnel 50,876.00

Total Salary, Wages and Fringe Benefits (A+B) 79,826.00
RESEARCH & RELATED Budget {A-B} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTION C, D, & E, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

C. Equipment Description
List items and dollar amount for each item exceeding $5,000

Equipment Item * Funds Requested ($)

Total funds requested for all equipment listed in the attached file

Total Equipment

Additional Equipment: File Name: Mime Type:

D. Travel Funds Requested ($)
1. Domestic Travel Costs ( Incl. Canada, Mexico, and U.S. Possessions)
2. Foreign Travel Costs

Total Travel Cost

E. Participant/Trainee Support Costs Funds Requested ($)
1. Tuition/Fees/Health Insurance
2. Stipends
3. Travel
4. Subsistence
5. Other:
Number of Participants/Trainees Total Participant/Trainee Support Costs

RESEARCH & RELATED Budget {C-E} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008
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RESEARCH & RELATED BUDGET - SECTIONS F-K, BUDGET PERIOD 2
* ORGANIZATIONAL DUNS: 0925303690000
* Budget Type: ❍ Project ● Subaward/Consortium
Enter name of Organization: Regents of the University of Califrnia

* Start Date: 07-01-2010 * End Date: 12-31-2010 Budget Period: 2

F. Other Direct Costs Funds Requested ($)

Total Other Direct Costs

G. Direct Costs Funds Requested ($)

Total Direct Costs (A thru F) 79,826.00

H. Indirect Costs

Indirect Cost Type Indirect Cost Rate (%) Indirect Cost Base ($) * Funds Requested ($)

Total Indirect Costs

Cognizant Federal Agency
(Agency Name, POC Name, and POC Phone Number)

I. Total Direct and Indirect Costs Funds Requested ($)

Total Direct and Indirect Institutional Costs (G + H) 79,826.00

J. Fee Funds Requested ($)

K. * Budget Justification File Name: 5214-Budject_Justification_UCLA.pdf Mime Type: application/pdf
(Only attach one file.)

RESEARCH & RELATED Budget {F-K} (Funds Requested)

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008

Subaward 1                                                                                                    Page 133

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



RESEARCH & RELATED BUDGET - Cumulative Budget

Totals ($)

Section A, Senior/Key Person 56,183.00

Section B, Other Personnel 121,882.00

Total Number Other Personnel 5

Total Salary, Wages and Fringe Benefits (A+B) 178,065.00

Section C, Equipment

Section D, Travel

1. Domestic

2. Foreign

Section E, Participant/Trainee Support Costs

1. Tuition/Fees/Health Insurance

2. Stipends

3. Travel

4. Subsistence

5. Other

6. Number of Participants/Trainees

Section F, Other Direct Costs 31,066.00

1. Materials and Supplies 2,700.00

2. Publication Costs

3. Consultant Services

4. ADP/Computer Services

5. Subawards/Consortium/Contractual Costs

6. Equipment or Facility Rental/User Fees 10,500.00

7. Alterations and Renovations

8. Other 1 2,581.00

9. Other 2 15,285.00

10. Other 3

Section G, Direct Costs (A thru F) 209,131.00

Section H, Indirect Costs 28,372.00

Section I, Total Direct and Indirect Costs (G + H) 237,503.00

Section J, Fee

Tracking Number: GRANT00559879 OMB Number: 4040-0001
Expiration Date: 04/30/2008

Subaward 1                                                                                                    Page 134

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



BUDGET JUSTIFICATION  
Total Direct Cost: $247,715.  While this exceeds the specified 33% of the total SBIR allowed for a sub-contract, we feel this is 
justified given the large scope of the activity to be conducted by UCLA including all subject recruitment, screening, follow-up, data 
collection and analysis for two acceptability studies.  The budget represents 18 months of work, year 2 is assumed to have 6 
months of effort.  Total Support (including indirect costs): $303,195.00. 
 
PERSONNEL 
 
Pamina M. Gorbach, MHS, Dr.P.H. Principal Investigator of the UCLA subcontract – (1.2 calendar months (10%) effort in years 
1 and 2). will be co-Investigators responsible for the overall scientific oversight of the project.  Dr. Gorbach will be responsible for 
the overall management of the acceptability studies phase of the proposed project at the research site, develop the study 
protocol, study procedures and provide input into the study instruments and the interpretation of results, interview study 
participants and facilitate the quantitative and qualitative aspects of the research, tabulation of data collected, and will interface 
with the IRBs involved in this project and oversee the communication with the UCLA IRB and with the Project PI.  Dr. Gorbach is 
an Associate Professor at UCLA in the Department of Epidemiology, School of Public Health and in the Division of Infectious 
Diseases, School of Medicine and trained at Johns Hopkins University, University of North Carolina, Chapel Hill, and the 
University of Washington.  Dr. Gorbach’s expertise is in behavioral epidemiology and her research is focused on the risk 
behaviors that expose individuals to sexually transmitted infections including HIV, understanding the types and dynamics of 
sexual partnerships and the social context of sexual health.  She has been conducting clinical research on the acceptability of 
new methods of HIV prevention such as microbicides as part of the Microbicides Trials Network and leading research on the 
acceptability of rectal microbicides in the UCLA Microbicide Development Program (U19).   
Robert Weiss, Ph.D., Biostatistician (0.6 calendar months (5%) effort in years 1 and 2) will serve as a biostatistician and will 
spend his effort on analysis of the survey data. Dr. Weiss will provide biostatistical support to Dr. Gorbach conducting analysis of 
this data.  His effort reflects time required on the study during different phases such as early on during development of 
instruments and creation of datasets and codebooks, in the middle of the study when regular data reports are being produced, 
and then in the last year as reports and manuscripts are being written and presentations prepared.  Dr. Weiss is Professor with 
tenure in the Department of Biostatistics in the UCLA School of Public Health and a fellow of the American Statistical Association.  
He is an expert in the analysis of regression and longitudinal data models.  He has contributed extensively to the statistical 
literature in the areas of (1) model specification, selection, fitting, elaboration and checking; (2) data graphics; (3) influence and 
outlier diagnostics; (4) longitudinal data analysis and (5) Bayesian methodology.  He specializes in the application of regression 
and longitudinal models to (1) secondary prevention trials for HIV, (2) medical, biological and social science applications, and (3) 
problems in HIV biology.  He has been an associate editor for the Journal of Educational and Behavioral Statistics (JEBS) and for 
Evaluation Review.  Dr. Weiss has supervised eight PhD/DrPh dissertations in Biostatistics and is currently supervising five more, 
in areas of longitudinal data analysis and hierarchical models.  He regularly teaches courses on longitudinal models, Bayesian 
methods, statistical graphics and multivariate statistics.  He is currently writing a textbook, Modeling Continuous Longitudinal 
Data, to be published by Springer-Verlag.  
Edward Robbie, Clinical Research Coordinator – (6 calendar months (50% effort) in years 1-2).  The clinical research study 
coordinator will be responsible for managing the recruitment, screening, and data collection in this study.  He/she will be 
responsible for day to day operations of the research protocol at UCLA overseeing all aspects of data collection activities, 
developing and implementing study recruitment materials, programming the computer- assisted interview, creating and managing 
the interviewing and examination and biospecimen collection schedules, conducting qualitative interviews at the project site, and 
coordinating the laboratory shipment and processing for STI testing.  He will also be responsible for enrolling every new subject in 
the study and will travel to the collaborating site for study enrollment of participants.  He/she will also be responsible for data 
management for the study and will report directly to Dr. Gorbach.  His duties include financial projection and management of the 
studies, maintaining Institutional Review Board applications, responses, and records, and assisting with study related activities.   
Programmer/IT support staff (1.2 calendar months (10%) effort in year 1 and 0 calendar months (0%) effort in year 2).  A staff 
person will provide support for programming the questionnaires for the Audio Computer Assisted Interview (ie web-based 
survey).  He will maintain the study web server where data will be collected, managed and stored.  This person will work with the 
study coordinator to insure that the study databases are secure and that the data is properly received and archived.  Throughout 
the study he will maintain the computers at the sites used for the web-based data collection.  
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Graduate Research Assistant: (2.3 academic months (25%) plus 3 summer months (100%) effort in year 1 and 2.3 academic 
months (25%) effort in year 2):  A graduate research assistant will support the Clinical Research Coordinator, focusing on 
recruitment, screening, consenting, and enrolling study participants.   

 
SUPPLIES:  
A laptop computer will be used by the study to enable participants to access the web-based survey online.  $1500 is requested 
for this.  Project-related supplies are requested for $1200 per year for items such as paper, computer disks, etc.  

TRAVEL 
For year 2, funds have been budgeted for Dr. Gorbach and the study coordinator to attend a scientific meeting at $1,500 for 
presentation of final results.  
 
OTHER EXPENSES 
Space rental costs – Year 1-2.  The study will be housed in an off-campus location where rent will be covered at $6,000 in year 1 
and $3,000 in year 2 and to the UCLA CARE clinic where participants will be enrolled in the study at $4,500 per year as these 
costs reflect burden and use of clinic space rather than rent.   
 
Recruitment materials – Year 1 and Year 3.  $2,000 is budgeted for production funds to be used to defray the costs of online 
advertising in places like Craigs List, buying print ads in popular local papers, printing of posters, palmcards, and flyers for 
participants.  30 men will be recruited in Year 1 and 24 couples will be recruited in Year 2. 
 
Software for qualitative data analysis is Atlas Ti that is budgeted for purchase at $1800 in year 1 only.  Dr. Gorbach’s research 
group has a license for ACASI questionnaire software Sensus that needs annual renewal at $1200 per year.    
 
Telecommunications expenses are $2000 per year for the UCLA office.  UCLA also requires an annual technology infrastructure 
fee to support internet services of $587 in year 1 and $544 in year 2.  
 
Participant incentives - $4500 in year 1 and $9,600 in year 2:  Each new enrollment will be compensated $50 for each prototype 
of condom tested in User Preference Study for a total of $150 for each of the 30 participants, and each member of the 24 couples 
(48 individuals) will be compensated $200 for the three uses of the selected prototype during sex. 
 
HIV testing expenses and STD testing expenses - $1,785 in year 1 and $10,146 in year 2: All individuals will be screened to 
insure they are HIV negative. The cost is $25 for a rapid HIV test, and $45 for a western blot confirmatory test (required by law in 
our state).  We assume that 10% of our sample will test positive for HIV  and require a confirmatory test.   The cost of STD testing 
is $13 for syphilis test (and $33 for a confirmatory for the 10% requiring this), $30 for both gonorrhea and Chlamydia testing – for 
either urethral and rectal testing. For the User Preference 30 study participants will only be screened for rectal STIs (gonorrhea 
and Chlamydia) and HIV only at study screening.  For the Couples Acceptability and Performance 48 study participants will be 
screened for HIV and urethral as well as rectal STIs at study screening and study exit. 
 
Qualitative interview transcription ($3000 in year 1 and $2400 in year 2): The cost to transcribe each interview is $100 for 30 
interviews in User Preference study and 24 interviews in Couples Acceptability study. 
 
Website design & hosting support: ($1000 year 1 and $500 in year 2): The study will utilize Audio Computer Assisted Interviewing 
run off a study website hosted by the PI’s server based in her research office.  Support is for creation of the study website and 
updates and support for the server. 
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●

Expiration Date: 09/30/2007

❍

●

❍

●

❍

❍

●

❍

●

●

❍

❍

●

❍

●

❍

❍

SBIR/STTR Information
* Program Type (select only one)

* SBIR/STTR Type (select only one)

SBIR
Both

Phase I
Fast-Track

Yes
No

Yes
No

Yes
No

Yes
No

Yes
No

Yes
No

Questions 1-7 must be completed by all SBIR and STTR Applicants:

(See agency-specific instructions to determine whether a particular agency allows a single submission for both SBIR and STTR)

* 1. Do you certify that at the time of award your organization will meet the eligibility criteria for a small business as defined in the funding
opportunity announcement?

* 2. Does this application include subcontracts with Federal laboratories or any other Federal Government agencies?

* 3. Are you located in a HUBZone? To find out if your business is in a HUBZone, use the mapping utility provided by the Small Business
Administration at its web site:

* 4. Will all research and development on the project be performed in its entirety in the United States?

* 5. Has the applicant and/or Program Director/Principal Investigator submitted proposals for essentially equivalent work under other Fed-
eral program solicitations or received other Federal awards for essentially equivalent work?

* 6. Disclosure Permission Statement: If this application does not result in an award, is the Government permitted to disclose the title of
your proposed project, and the name, address, telephone number and e-mail address of the official signing for the applicant organization,
to organizations that may be interested in contacting you for further information (e.g., possible collaborations, investment)?

* 7. Commercialization Plan: If you are submitting a Phase II or Phase I/Phase II Fast-Track Application, include a Commercialization Plan
in accordance with the agency announcement and/or agency-specific instructions.

(See agency-specific instructions to determine whether a particular agency participates in Fast-Track)

* If yes, insert the names of the Federal laboratories/agencies:

If no, provide an explanation in an attached file.
* Explanation:

* If yes, insert the names of the other Federal agencies:

* Attach File:

STTR

Phase II

http://www.sba.gov

OMB Number: 0925-0001
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❍

●

●

❍

❍

❍

❍

❍

SBIR/STTR Information

SBIR-Specific Questions:
Questions 8 and 9 apply only to SBIR applications. If you are submitting
question 10.

STTR-Specific Questions:
Questions 10 and 11 apply only to STTR applications. If you are submitting

Yes
No

Yes
No

Yes
No

Yes
No

* 8. Have you received SBIR Phase II awards from the Federal Government? If yes, provide a company commercialization history in ac-
cordance with agency-specific instructions using this attachment.

* 9. Will the Project Director/Principal Investigator have his/her primary employment with the small business at the time of award?

* 10. Please indicate whether the answer to BOTH of the following questions is TRUE:

* 11. In the joint research and development proposed in this project, does the small business perform at least 40% of the work and the research in-
stitution named in the application perform at least 30% of the work?

* Attach File:

(1) Does the Project Director/Principal Investigator have a formal appointment or commitment either with the small business dir-
ectly (as an employee or a contractor) OR as an employee of the Research Institution, which in turn has made a commitment to
the small business through the STTR application process; AND
(2) Will the Project Director/Principal Investigator devote at least 10% effort to the proposed project?

ONLY

ONLY

an STTR application, leave questions 8 and 9 blank and proceed to

an SBIR application, leave questions 10 and 11 blank.

Expiration Date: 09/30/2007
OMB Number: 0925-0001
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Attachments

NonDomesticPerformanceExplanation
File Name Mime Type

CommercializationPlan
File Name Mime Type

SBIR
File Name Mime Type
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OMB Number: 0925-0001
Expiration Date: 9/30/2007

Daniel

Resnic

AS

Daniel

Resnic

440-508-2984
resnicpi@gmail.com

310-305-2984

Owner/CFO

311 North Robertson Blvd.
Suite 318
Beverly Hills
Los Angeles

90211

PHS 398 Cover Page Supplement

1. Project Director / Principal Investigator (PD/PI)

* Title:

* Street1:

* City:

* Zip / Postal Code:

Street2:

County:
* State:
Province:

* Country:

Prefix: * First Name:
Middle Name:

* Last Name:
Suffix:

2. Human Subjects

* New Investigator? No

Degrees:

Yes

Clinical Trial? No Yes

* Agency-Defined Phase III Clinical Trial? No Yes

* First Name:
Middle Name:

* Last Name:
Suffix:

3. Applicant Organization Contact

Person to be contacted on matters involving this application

Prefix:

* Phone Number: Fax Number:
Email:

● ❍

❍ ●

● ❍

Mr.

Mr.

CA: California

USA:
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PHS 398 Cover Page Supplement
OMB Number: 0925-0001
Expiration Date: 9/30/2007

4. Human Embryonic Stem Cells
* Does the proposed project involve human embryonic stem cells? No Yes

If the proposed project involves human embryonic stem cells, list below the registration number of the
specific cell line(s) from the following list: http://stemcells.nih.gov/registry/index.asp . Or, if a specific
stem cell line cannot be referenced at this time, please check the box indicating that one from the registry will be used:

Cell Line(s): Specific stem cell line cannot be referenced at this time. One from the registry will be used.

● ❍

❏
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4026-2_SPECIFIC_AIMS___.pdf

3797-3__BACKGROUND__.pdf

2836-4_PRELIMINARY_WORK___.pdf

289-5_RESEARCH_DESIGN_and_METHODS___.pdf

9365-6_Inclusion_Enrollment_Report.pdf

3760-7_Progress_Report_Publication_List.pdf

1108-8_PROTECTION_OF_HUMAN_SUBJECTS.pdf

615-9_Inclusion_of_Women_and_Minorities.pdf

7100-10_Targetted_Plan_Enrollment.pdf

1161-11_Inclusion_of_Children.pdf

7690-12_Vertebrate_Animals.pdf

5267-13_Select_Agent_Research.pdf

4994-14_Multiple_PI-PD.pdf

9928-15_Consortium-Contractual.pdf

3223-16_Letters_of_Support.pdf

3055-17__Resource_Sharing_Plan.pdf

PHS 398 Research Plan

1. Application Type:
From SF 424 (R&R) Cover Page and PHS398 Checklist. The responses provided on these pages, regarding the type of application be-
ing submitted, are repeated for your reference, as you attach the appropriate sections of the research plan.

*Type of Application:

ResubmissionNew Renewal Continuation Revision

OMB Number: 0925-0001
Expiration Date: 9/30/2007

2. Specific Aims

3. Background and Significance

4. Preliminary Studies / Progress Report

5. Research Design and Methods

6. Inclusion Enrollment Report

7. Progress Report Publication List

8. Protection of Human Subjects

9. Inclusion of Women and Minorities

10. Targeted/Planned Enrollment Table

11. Inclusion of Children

12. Vertebrate Animals

13. Select Agent Research

14. Multiple PI Leadership

15. Consortium/Contractual Arrangements

16. Letters of Support

17. Resource Sharing Plan(s)

18. Appendix

1. Introduction to Application
(for RESUBMISSION or REVISION only)

Attachments 8-11 apply only when you have answered "yes" to the question "are human subjects involved" on the R&R Other Project Information
Form. In this case, attachments 8-11 may be required, and you are encouraged to consult the Application guide instructions and/or the specific
Funding Opportunity Announcement to determine which sections must be submitted with this application.

Human Subjects Sections

Other Research Plan Sections

2. Research Plan Attachments:
Please attach applicable sections of the research plan, below.

● ❍ ❍ ❍ ❍
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Attachments

IntroductionToApplication_attDataGroup0
File Name Mime Type

SpecificAims_attDataGroup0
File Name Mime Type
4026-2_SPECIFIC_AIMS___.pdf application/pdf

BackgroundSignificance_attDataGroup0
File Name Mime Type
3797-3__BACKGROUND__.pdf application/pdf

ProgressReport_attDataGroup0
File Name Mime Type
2836-4_PRELIMINARY_WORK___.pdf application/pdf

ResearchDesignMethods_attDataGroup0
File Name Mime Type
289-5_RESEARCH_DESIGN_and_METHODS___.pdf application/pdf

InclusionEnrollmentReport_attDataGroup0
File Name Mime Type
9365-6_Inclusion_Enrollment_Report.pdf application/pdf

ProgressReportPublicationList_attDataGroup0
File Name Mime Type
3760-7_Progress_Report_Publication_List.pdf application/pdf

ProtectionOfHumanSubjects_attDataGroup0
File Name Mime Type
1108-8_PROTECTION_OF_HUMAN_SUBJECTS.pdf application/pdf

InclusionOfWomenAndMinorities_attDataGroup0
File Name Mime Type
615-9_Inclusion_of_Women_and_Minorities.pdf application/pdf

TargetedPlannedEnrollmentTable_attDataGroup0
File Name Mime Type
7100-10_Targetted_Plan_Enrollment.pdf application/pdf

InclusionOfChildren_attDataGroup0
File Name Mime Type
1161-11_Inclusion_of_Children.pdf application/pdf

VertebrateAnimals_attDataGroup0
File Name Mime Type
7690-12_Vertebrate_Animals.pdf application/pdf

SelectAgentResearch_attDataGroup0
File Name Mime Type
5267-13_Select_Agent_Research.pdf application/pdf

MultiplePILeadershipPlan_attDataGroup0
File Name Mime Type
4994-14_Multiple_PI-PD.pdf application/pdf

ConsortiumContractualArrangements_attDataGroup0
File Name Mime Type
9928-15_Consortium-Contractual.pdf application/pdf
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LettersOfSupport_attDataGroup0
File Name Mime Type
3223-16_Letters_of_Support.pdf application/pdf

ResourceSharingPlans_attDataGroup0
File Name Mime Type
3055-17__Resource_Sharing_Plan.pdf application/pdf

Appendix
File Name Mime Type
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
 




                







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       

                
                   
      
                   







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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel





                  
                  

                  





                  
                  

                  


                  


                  
                  

                  
                  

                  

 


 
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

               

                     

  

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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



                 
    






               
     




                    






                  








   
   



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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 

 
          

                 
                      



                 

     


    
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                  



 
             

        







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



 



                  
     
                     

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






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

 
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 
     
      

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


 





 

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                  

     



    



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 

 


  
       
         

         









                




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              

                  
                   


             


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
    

                    

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 
                    
         
                 


                  
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                
                
                    


                

                  


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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



   


 
 

• 
• 
• 
• 


• 
• 



• 
• 

                


• 
• 
• 



 
 
   
           

                
                   



 



 
                  







                 



                      
                     
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
      




               
               
 
    

       
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 


                  









  







 
     

















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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



  
     


 
                 
    


 



 

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

    
       
        




                     
                      


  
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


  
                    
                  
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 
   
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
                     
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
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 
              









 



• 
• 
• 
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                  

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• 
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


        



                   
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
      




       
 

                



   

               




          
















       

      



• 
• 
• 
• 
• 
• 
• 
• 

 








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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel







 












     



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                




                 












 












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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel




                 

    








                  



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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel




         
            
       
                   
        



    
             


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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 





 

 







  

   

   

   

 

   

   

   

   

   

   



     
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



                 
    
               





Children                                                                                                      Page 168

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 
               


                 
              

                   




                
                 
       
 
    







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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 


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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 




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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 

 



 

 






 



 





 





 



 



 





 



 



 


 



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                 

              
     







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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 




                 


    

    
                 












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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel
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
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
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel
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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel































      





                

              
                



        

                  
             















Letters of Support                                                                                            Page 181

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel









                
    

   
 


             
               

            


          
                   







































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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel
























 


    
         



   
      




 
              

  
         








                


                 

           





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






          


             













































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




















        
                  



              
            
                  

















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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel



 
























                




    



  




   
        
                  

             


   
               

                 










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Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel





                

 
               
               
                 



   
                   















































Letters of Support                                                                                            Page 187

Principal Investigator/Program Director (Last, first, middle): Resnic, Daniel




















































































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 




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●

❏

❏

❍

1R43HD050805-01A1

❍

❍

❍ ❍

❍

❍ ❍

1. Application Type:

2. Change of Investigator / Change of Institution Questions

* Type of Application:

Middle Name:
* First Name:

* Previously Reported:

* Name of former institution:

* Last Name:

From SF 424 (R&R) Cover Page. The responses provided on the R&R cover page are repeated here for your reference, as you answer
the questions that are specific to the PHS398.

Federal Identifier:

Name of former principal investigator / program director:

* Inventions and Patents:

If the answer is "Yes" then please answer the following:

3. Inventions and Patents (For renewal applications only)

Change of principal investigator / program director

Change of Grantee Institution

New

Prefix:

Suffix:

Resubmission

Yes

Yes

Renewal

No

No

PHS 398 Checklist

Continuation Revision

Expiration Date: 9/30/2007
OMB Number: 0925-0001

Tracking Number: GRANT00559879
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❍ ●

4. * Program Income

5. Assurances/Certifications (see instructions)

*Budget Period

If you checked "yes" above (indicating that program income is anticipated), then use the format below to reflect the amount and
source(s). Otherwise, leave this section blank.

Is program income anticipated during the periods for which the grant support is requested?

In agreeing to the assurances/certification section 18 on the SF424 (R&R) form, the authorized organizational representative agrees to
comply with the policies, assurances and/or certifications listed in the agency's application guide, when applicable. Descriptions of
individual assurances/certifications are provided at: http://grants.nih.gov/grants/funding/424

If unable to certify compliance

Explanation:

Yes

*Anticipated Amount ($)

, where applicable, provide an explanation and attach below.

No

*Source(s)

Expiration Date: 9/30/2007
OMB Number. 0925-0001

Tracking Number: GRANT00559879
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Attachments

CertificationExplanation_attDataGroup0
File Name Mime Type

Tracking Number: GRANT00559879
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