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Antiparasitic Resistance and Combination New Animal Drugs
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A. Justification
1. Circumstances Making the Collection of Information Necessary 

21 CFR 514.1(b)(8), “Evidence to establish safety and effectiveness,” states that a New Animal Drug Application may be refused unless it contains full reports of adequate tests by all methods reasonably applicable to show whether or not the new animal drug is safe and effective for use as suggested in the proposed labeling.  The effectiveness must be demonstrated by substantial evidence as defined in 21 CFR 514.4.  
21 CFR 514.4(c)(3), “Other combination new animal drugs,” requires sponsors to demonstrate by substantial evidence, as defined in 21 CFR 514.4, that the combination new animal drug will have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or suggested in the proposed labeling and that each active ingredient or animal drug contributes to the effectiveness of the combination new animal drug.    

The results of the information collection will assist CVM in the evaluation of the safety and effectiveness of antiparasitic new animal drugs and the proper use of such drugs to prevent or slow the development of antiparasitic resistance.  For combinations of antiparasitic new animal drugs, sponsors generally demonstrate that each active ingredient contributes a unique non-overlapping parasite claim to the combination.  In the case of antiparasitic drug combinations with a large degree of overlap in the action of the individual drugs, it may be difficult for sponsors to identify a unique non-overlapping parasite claim.  In addition, there are conflicting thoughts within the scientific community as to how the use of such a combination may impact the development of parasite resistance.    
This information collection is not related to the American Recovery and Reinvestment Act of 2009 (ARRA).
2. Purpose and Use of the Information Collection 

The purpose of this survey is to gather information from experts involved with research, development, and use of antiparasitic drugs (primarily industry, academicians, and veterinarians) on emerging issues involving antiparasitic drug

use, antiparasitic resistance, and new animal drug combinations.  The survey is one part of a strategy to set future direction for FDA regulation of veterinary antiparasitic drugs.  FDA will share the results of the survey with the public as part of its educational efforts and in order to seek further input from a wider audience.
3. Use of Improved Information Technology and Burden Reduction 

FDA will use Survey Monkey to allow for the electronic submission and collation of responses.  FDA will also use electronic listservs and other online resources to announce and disseminate the survey.  

4. Efforts to Identify Duplication and Use of Similar Information 

This information is not being gathered elsewhere by the Federal government.

5. Impact on Small Businesses or Other Small Entities 

This information collection does not involve small businesses.

6. Consequences of Collecting the Information Less Frequently 

The information is being collected once.

7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5 

All of the reporting requirements are consistent with 5 CFR 1320.5.

8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency 

In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice for public comment in the FEDERAL REGISTER of July 13, 2010 (75 FR 39948).  Five comments were received (all from the same source). 
· The first comment stated that any conclusions drawn from a survey that includes a diversity of opinion and conjecture would not be appropriate or adequate to develop the agency’s position with respect to the regulation of antiparasitic drugs.  The agency should instead consult with appropriate experts in the field to develop an appropriate science based strategy.

CVM’s response: The proposed information collection is only one part of a strategy to compile scientific data on the subject of antiparasitic resistance and combinations.  It is not the sole method by which the agency will make any regulatory decisions.  The other parts of the strategy include gathering information from scientific meetings, consultation with outside experts, and a comprehensive literature search and evaluation.  The information collection allows the agency to gauge the awareness of the issues and affords a broader audience with an opportunity to provide scientific information to the agency about the current state of antiparasitic resistance, the use patterns of combinations of antiparasitic drugs, and measures being employed in the field to detect and curtail antiparasitic resistance. 
· The second comment requested that FDA publish the survey questions in the Federal Register for comment prior to finalizing them for the pre-test and the actual survey. 

CVM’s response: In accordance with the Paperwork Reduction Act of 1995 and the requirements of the Office of Management and Budget, FDA will publish the survey questions as part of a 30-day notice in the Federal Register and the public will have the opportunity to comment. 
· The third comment requested that FDA comment on how FDA will decide who to survey.
CVM’s response: FDA will offer the web-based survey to scientists and veterinarians with parasitology experience.  Professional organizations which FDA will notify of the availability of the survey include the American Veterinary Medical Association (AVMA), American Academy of Veterinary Pharmacology and Therapeutics (AAVPT), American College of Veterinary Internal Medicine (ACVIM), American Association of Veterinary Parasitologists (AAVP), World Association for the Advancement of Veterinary Parasitology (WAAVP), American Association of Bovine Practitioners (AABP), American Association of Equine Practitioners (AAEP), American Association of Small Ruminant Practitioners (AASRP), American Association of Equine Practitioners (AAEP), and the Veterinary Information Network (VIN).  Additional organizations may be invited as appropriate.
· The fourth comment requested that FDA comment on who will review and compile the survey results.
CVM’s response: Veterinarians and other scientists from the Center for Veterinary Medicine will review and compile the survey results.
· The fifth comment requested that FDA comment on how FDA plans to publish the results and how they will be made public.

CVM’s response: FDA plans to present a summary of the information collection at a scientific forum widely available to the veterinary parasitology community.

9. Explanation of Any Payment or Gift to Respondents 

There are no payments or gifts to respondents.
10. Assurance of Confidentiality Provided to Respondents 

Information will be kept confidential in accordance with 18 USC 1905 and 21 USC 331(j), as well as section 301(j) of the Act.

11. Justification for Sensitive Questions 

This information collection does not contain questions pertaining to sexual behavior, attitude, religious beliefs, or any other matter commonly considered private or of a sensitive nature.

12. Estimates of Annualized Burden Hours and Costs 
12a. Annualized Hour Burden Estimate

	Table 1. -- Estimated Annual Reporting Burden1

	Portion of Study
	No. of respondents
	Annual Frequency per response
	Total Annual Responses
	Hours per Response
	Total Hours

	Pre-test
	5
	1
	5
	.33
	1.65

	Survey
	100
	1
	100
	.33
	33

	Total
	34.65


1There are no capital costs or operating and maintenance costs associated with this collection of information.

FDA calculated the total annual responses by multiplying the number of respondents by the annual frequency.  FDA calculated the total hours by multiplying the estimated hours per response (20 minutes = 0.33 hours) by the number of respondents.  

12b. Annualized Cost Burden Estimate
	Type of Respondent
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	
Technical and Animal Scientists

	
34.65
	
$31.02
	
$1074.84



Technical and Animal Scientists hourly wage, times total hours equals total annual cost burden to respondents.
13. Estimates of Other Total Annual Cost Burden to Respondents and Record Keepers 

There are no other costs.
14. Annualized Cost to the Federal Government 

Cost of survey instrument:  $19.95 X up to 3 months = 59.85

Estimated total hours per group member = 30


[($48.35 x 30 hrs) x 6 (GS13/5)] + [$57.13 x 30 hrs) x 2 (GS14/5)] =

$8,703.00 + $3,427.80 = $12,130.80 total cost to Federal Government
15. Explanation for Program Changes or Adjustments 

This is a new program.

16. Plans for Tabulation and Publication and Project Time Schedule 

The tabulation and analysis of the data will be done once the survey period has closed and should take approximately two months.  Subsequently, a summary of the information collection will be presented at a scientific forum widely available to the veterinary parasitology community.
17. Reason(s) Display of OMB Expiration Date is Inappropriate
Display of the OMB Expiration Date is appropriate.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to certification.
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