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A.  JUSTIFICATION                                                                         

1. Circumstances Necessitating Information Collection  

The Food and Drug Administration (FDA) has issued a guidance document that provides guidance on the use of selected symbols in place of text to convey some of the information required for in vitro diagnostic devices (IVDs) intended for professional use by 21 CFR 809.10, FDA’s labeling requirements for in vitro diagnostic devices, and 21 CFR parts 610 and 660, FDA’s labeling requirements for biologics (including IVDs) that are licensed under the Public Health Service (PHS) Act.  These recommendations apply to the use of symbols on the labels and in labeling only of IVDs intended for professional use, and not for over-the-counter or prescription home-use IVDs.  The Center of Devices and Radiological Health (CDRH) and the Center for Biologics Evaluation and Research (CBER) are issuing this guidance to help manufacturers create uniform labels and labeling for the United States and European Union (and any other countries that may permit use of symbols from these international standards), in keeping with the European Union’s Directive on In Vitro Diagnostic Medical Devices, (Directive 98/79EC), which went into full effect as of December 8, 2003.

2. Purpose and use of Information  
The purpose of this guidance is to helps IVD manufacturers to create uniform labels and labeling for the United States and European Union (and any other countries that may permit use of symbols from these international standards), instead of needing designated labels for each marketplace.  Because symbols take up less space than the text for which they may substitute, the use of symbols promotes less crowded and more legible IVD labels.  An additional advantage is that there are likely to be fewer labeling errors when using a single label, rather than having one set of labels for use in the United States and another set for use in the European Union.  Of course, it is essential that the symbol convey the substance of the deleted text and be widely understood.  

Given that the IVD label space to communicate information is limited, FDA is issuing this guidance to recognize the use of selected symbols in place of text for IVDs intended for professional use as a way of meeting the challenge created by multilingual requirements and limited product space.

The purpose of this guidance is to allow the use of selected symbols in place of text.

Manufacturers will be able to use 25 symbols for IVD devices for professional use recognized by FDA taken from the following two international consensus standards:
· ISO 15223, Medical Devices – Symbols to be used with medical device labels, labeling and information to be supplied

· EN 980, Graphical symbols for use in the labeling of medical devices

3.  Consideration of Information Technology
There are no obvious means to apply information technology to reduce the reporting burden.  The likely respondents are IVD manufacturers who plan to use the selected symbols in place of text on the labels and/or labeling of their IVDs.

4.  Identify of Duplication and Similar Information Already Available 

FDA is the only Federal Agency responsible for the collection of this information.  
Therefore, duplication with other data sources is nonexistent.
5.    Impact on Small Businesses or Other Small Entities 


The information collection will not have a significant impact on a substantial 
number of small entities.
6.   Consequences of Collecting the Information Less Frequently
IVD manufacturers need submit only one time as required by the statute and additional times only when they make significant changes that may affect the safety and effectiveness of the device.     

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

            This information is entirely consistent with 5 CFR 1320.6

8. Consultation Outside the Agency


On Tuesday, October 28, 2003, (68 FR 61449), FDA published a notice soliciting comments on this information collection.   FDA received one comment regarding information collection from a manufacturer.  This comment stated, “We believe no additional educational outreach is needed for the symbols contained within the draft guidance document.  A user comprehension study was conducted showing acceptance of these symbols and an explanation is provided in the glossary.”  FDA disagrees with this comment.  The educational outreach will enhance the understanding of the newly introduced symbols among the intended audience. 
9. Explanation of Any Payment or Gift to Respondents


No payments or gifts shall be provided to respondents under this regulation.

10.  Assurance of confidentiality Provided to Respondents


Under the Freedom of Information Act (FOIA) (5 U.S.C. 522), the public has 
broad access to government documents.  Information provided under this 
collection is handled in a manner to comply with the FDA regulations on public 
information in 21 CFR Part 20.

11. Justification for Sensitive Questions


This information collection does not concern questions of a sensitive nature, such 
as sexual behavior and attitudes, religious beliefs or other matters considered 
private.

12. Estimate of Hour Burden Including Annualized Hourly Costs

    
 FDA estimates the burden of this information collection as follows:

        TABLE 1.    ESTIMATED ANNUAL REPORTING BURDEN1
	             Item
	No. of  Respondents
	Annual Frequency per Response
	Total Annual Responses
	Hours per Response
	Total

Hours

	Glossary
	1,742
	             1
	1,742
	4
	6,9682

	Educational Outreach
	1,742
	             1
	1,742
	16
	27,872

	Total 
	
	
	
	
	34,840


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

2 One time burden.

Explanation of Reporting Burden Estimate

FDA based these estimates on conversations with industry, trade association representatives, and internal FDA estimates.  The CDRH Information Retrieval System’s Registration and Listing Information database provided the number of IVD manufacturers as 1,742; 1,206 are domestic IVD Manufacturers and 536 are foreign manufacturers.  FDA has based its burden estimate on the maximum possible number of manufacturers choosing to implement the use of symbols in labeling.  The number of hours per response for the glossary and educational outreach activities were derived from consultation with a trade association and FDA personnel.  The 4 hours estimate for a glossary is based on the average time necessary for a manufacturer to modify the glossary, as shown in the draft guidance, for the specific symbols used in labels or labeling for the IVDs they manufacture.  The 16 hours estimate for educational outreach includes activities manufacturers will use to educate the various professional users of IVDs about the meaning of the IVD symbols.  This estimate is based on FDA’s expectation that IVD manufacturers will jointly sponsor many educational outreach activities.  


13. Estimate of Other Total Annual Cost to Respondents or Recordkeepers

     
There are no operating and maintenance costs or capital costs associated with this 

     
collection of information.

14. Annualized Cost to the Federal Government

   
FDA estimates that it will spend about 0.5 FTEs in 2003 reviewing this data, 2 
FTEs in 2004 and 1 in 2005.  As FDA gains more knowledge and experience 
reviewing this type if data, the burden on FDA will be lessened.
15. Explanation for Program Changes of Adjustments

This is a new collection.
16.  Plans for Tabulation and Publication and Project Time Schedule


No publication of information for statistical use is planned.
17. Reason(s) Display of OMB Expiration Date Is Inappropriate


FDA is not seeking approval to prevent the display of expiration date or OMB 
approval of this request.
18. Exceptions to Certification for Paperwork Reduction Act Submissions


FDA is not requesting any exemption from the certification statement identified in 
Item 19 of OMB Form 83-I.
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