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SUPPORTING STATEMENT

Part A:  Justification:

1. Circumstances Making the Collection of Information Necessary

This request is being submitted in support of agency rulemaking in accordance with 5 CFR 1320.11. Section 510(i) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) requires each registered drug establishment to provide the Food and Drug Administration (FDA, we, our) with a current list of all drugs manufactured, prepared, propagated, compounded, or processed by the establishment for commercial distribution.  Drug products are identified and reported using the National Drug Code (NDC). Agency regulations regarding drug establishment registration and listing and the national drug code are codified in 21 CFR part 207.  Regulations regarding labeling for drugs are codified in 21 CFR part 201. 

Our final rule titled “Revising the National Drug Code Format and Drug Label Barcode Requirements” (RIN 0910-AI52) modifies our regulations to establish a uniform, 12-digit format for the NDC (21 CFR 207.33).  We are also revising the drug barcode label requirements (21 CFR 201.25) to allow the use of either linear or nonlinear barcodes, so long as the barcode format conforms to certain standards and is recognized by FDA. 

We therefore request OMB approval of the information collection associated with the final rule.

2. Purpose and Use of the Information Collection 

This information collection helps to support the efficiency and security of the pharmaceutical distribution supply chain.  Our transition to a uniform format for FDA-assigned NDCs is intended to facilitate the adoption of a single NDC format across the entire healthcare industry, eliminating the need to convert NDCs from one of our prescribed formats to a different standardized format used by other sectors of the healthcare industry (e.g., healthcare providers and payors).  

Eliminating the need to convert NDCs should reduce potential errors caused by converting from the FDA-assigned NDC format to a different format used by other sectors of the healthcare industry. Standardization and adoption of a single format will also eliminate the need for additional quality control and validation by certain stakeholders, such as payors and prescribers, to ensure a drug product and its respective NDC are accurate; this is particularly important for insurance coverage and reimbursement claims. Another benefit of the rule is that it should help avoid potential risks to the public health by reducing medication errors, the risk of confusion, and possibly the risk of the introduction of illegitimate product into the marketplace because of the confusion. We note that interested parties would only need to add leading zeros to certain segments of the existing 10-digit NDC to convert it to the new 12-digit NDC format.

The information collection is used in support of FDA’s mission to protect the public health by ensuring the safety, efficacy, and security of the drug supply. A number of industry entities will be affected by this final rule.  Specifically, manufacturers, repackers, relabelers, drug product salvagers, and private label distributors are subject to the information collection requirements of this final rule.

3. Use of Improved Information Technology and Burden Reduction

Labeling required under part 207 must be submitted in electronic format unless FDA grants a waiver under 21 CFR 207.65.  We estimate that 100 percent of the respondents will use electronic means to submit labeling content.

4. Efforts to Identify Duplication and Use of Similar Information 

We are unaware of duplicative information collection.  

5. Impact on Small Businesses or Other Small Entities

The Regulatory Flexibility Act requires us to analyze regulatory options that would minimize any significant impact of a rule on small entities.  Because the one-time cost is unlikely to exceed 0.59 percent of average annual revenue for some very small stakeholders in the pharmaceutical industry, 0.33 percent of average annual revenue for some very small stakeholders in the insurance industry, and 0.40 percent of average annual revenue for some very small stakeholders in the healthcare industry, we certify that the final rule will not have a significant economic impact on a substantial number of small entities.  For the purpose of assessing paperwork burden, we assume that approximately 10 percent of the affected firms are small businesses.

The final small entity analysis is discussed in section III of the Final Regulatory Impact Analysis. 

6. Consequences of Collecting the Information Less Frequently

To minimize recordkeeping burden resulting from changes to the NDC format, in the final rule we extended the effective date from the proposed five years after publication to seven years and we provided a 3-year transition period.  The purpose of the transition period is to mitigate potential labeling costs by allowing respondents to deplete labeling inventory and update labels with the new NDC format at the time of a periodic labeling update that may be made during the 3-year transition period.  Based on the frequency at which drug labeling is typically updated, we anticipate that nearly all firms will be able to incorporate the labeling change required by the final rule as part of a periodic labeling change that they intend to make unrelated to this rule.  Therefore, we believe that the incremental information collection burden associated with this rule is likely to be de minimis.  We expect that this approach to the submission schedule will both mitigate the burden on respondents and support the steady supply of drug products, avoiding shortages.

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

There are no special circumstances related to the information collection.

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

In the Federal Register of July 25, 2022 (87 FR 44038), we published a proposed rule, including an analysis of the information collection, and solicited public comment (docket no. FDA-2021-N-1351).  We did not receive any comments that were specific to our numeric hour burden estimates.  However, on our own initiative, we modified our estimates to include burden hours related to animal drug label changes, which were inadvertently not included in the analysis of the proposed rule.  We received numerous comments on the provisions of the proposed rule having to do with the proposed NDC format, the barcode format requirement, and the effective date.  The final rule contains comment summaries and responses for these comments in section V.C through E.  Additionally, we received comments about our cost estimates in the preliminary regulatory impact analysis.  The final rule contains comment summaries and responses for these comments in section VII. C.  

9. Explanation of Any Payment or Gift to Respondents

There are no incentives, payments or gifts associated with this information collection.

10. Assurance of Confidentiality Provided to Respondents

The Privacy Act of 1974 (5 U.S.C. 552a)

In preparing this Supporting Statement, we consulted our Privacy Office to ensure appropriate identification and handling of information collected.

This ICR collects personally identifiable information (PII). PII is collected in the context of the subject individuals’ professional capacity and the FDA-related work they perform for their employer (e.g., point of contact at a regulated entity).  The PII submitted is name, work address, and work telephone numbers for the primary contact at a business.  FDA determined that although PII is collected, the collection is not subject to the Privacy Act of 1974 and the particular notice and other requirements of the Privacy Act do not apply. Specifically, the FDA does not use name or any other personal identifier to retrieve records from the information collected. Through appropriate webpage design, FDA limited submission fields and minimized the PII collected to protect the privacy of the individuals.

The Freedom of Information Act (FOIA)

Under the Freedom of Information Act (FOIA) (5 U.S.C. 552), the public has broad access to government documents. However, FOIA provides certain exemptions from mandatory public disclosure of government records (5 U.S.C. 552(b)(1-9)).  FDA will make the fullest possible disclosure of records to the public, consistent with the rights of individuals to privacy, the property rights of persons in trade and confidential commercial or financial information.

11. Justification for Sensitive Questions

The collection of information does not involve sensitive questions.

12. Estimates of Annualized Burden Hours and Cost

12a.  Annualized Hour Burden Estimate

This rulemaking requires the respondents identified below to revise the format of their NDCs and to update any of their product labeling that include the NDC to incorporate the new NDC format.  For drugs subject to a new drug application (NDA) or abbreviated new drug application (ANDA), the respondents must report these labeling changes through an annual report in accordance with § 314.81(b)(2)(iii) (21 CFR 314.81(b)(2)(iii)).  For biological products subject to a biologics license application (BLA), the respondents must report these labeling changes through an annual report in accordance with § 601.12(f)(3) (21 CFR 601.12(f)(3)).  Including the NDC on the label of an animal drug is voluntary.  Manufacturers that voluntarily include the NDC on the label of an animal drug must report the labeling change in accordance with 21 CFR 514.80(b)(4)(ii).

One-time costs and annual operating and maintenance costs associated with this rule are discussed in the final rule preamble (Section VII.B—Overview of Benefits, Costs, and Transfers) and in the final regulatory impact analysis (FRIA).  However, many of these costs are not associated with the information collections subject to OMB review under the PRA but, instead, are associated with changes in usual and customary business operations as a result of the new NDC format.  Additionally, many of the costs discussed in the FRIA are incurred by firms other than the respondents described below.  

To minimize recordkeeping burden resulting from changes to the NDC format, in the final rule we extended the effective date from the proposed five years after publication to seven years and we provided a 3-year transition period.  The purpose of the transition period is to mitigate potential labeling costs by allowing respondents to deplete labeling inventory and update labels with the new NDC format at the time of a periodic labeling update that may be made during the 3-year transition period.  Based on the frequency at which drug labeling is typically updated, we anticipate that nearly all firms will be able to incorporate the labeling change required by the final rule as part of a periodic labeling change that they intend to make unrelated to this rule.  Therefore, we believe that the incremental information collection burden associated with this rule is likely to be de minimis.  As a result of the extension in the delayed effective date, which allows for more precise timing of labeling changes, and for consistency with the FRIA, we have modified our estimate of the one-time burden associated with the final rule, assuming that all finished prescription drug products and all finished over-the-counter drug products include the NDC on the label and that 95% of the label updates with the new NDC format will be made in coordination with a periodic labeling change that they intend to make unrelated to this rule.

Description of Respondents:  Manufacturers, repackers, relabelers, drug product salvagers, and private label distributors are subject to the regulatory requirements in 21 CFR parts 201 and 207; application holders are subject to the regulatory requirements of §§ 314.81 and 514.80; and license holders are subject to the regulatory requirements of § 601.12. 

We estimate the burden of the information collection as follows:

Recordkeeping burden related to labeling updates:

	Table 1.--Estimated One-Time Recordkeeping Burden1

	21 CFR Section;
Activity

	No. of 
Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Average Burden per Recordkeeping
	Total Hours

	Section 201.25 (barcode labeling requirements); and part 207, subpart D (requirements for the NDC) 

	
13,583
	
1
	
13,583
	
1
	
13,583

	Section 314.81(b)(2)(iii) (other postmarketing reports)
	1,324
	9
	11,916
	10 minutes
(0.167 hours)
	1,990

	Section 601.12(f)(3), changes to an approved BLA.
	104
	6
	624
	10 minutes
(0.167 hours)
	104

	Section 514.80(b)(4)(ii), periodic reports; labeling.
	79
	20
	1,580
	20 minutes (0.333 hours)
	526

	TOTAL
	
	
	27,703
	
	16,203


1. Figures have been rounded.

We have characterized the information collection as a recordkeeping burden consistent with 44 U.S.C. 3502(13)(C), which defines the term “recordkeeping requirement” to include records disclosed to third parties, the Federal government, or the public.  Our estimates are based on the following assumptions:
· We assumed that all listed drug packages include the NDC format on their label and that 95% of the label updates with the new NDC format will be made in coordination with a periodic labeling change that respondents intend to make unrelated to this rule during the transition period.
· We assumed that each label change would take a respondent 1 hour because only a slight label change and not a substantial redesign would be needed to modify the existing NDC format and barcode already included on the label.  
· Based on the drug listing database, we understand that there are approximately 271,655 listed drug packages.    We estimate that 5% of the 271,655 label updates (13,583 labels) will not be made in coordination with a periodic labeling change, resulting in an estimated one-time burden of 13,583 hours. 

Section 314.81(b)(2)(iii)(c) requires firms to submit an annual report that includes a summary of any changes in labeling since the last annual report.  For prescription drugs whose label changes would be reported in an annual report pursuant to § 314.81, there are approximately 1,324 respondents that would submit reports and there are approximately 11,593 active approved applications.  This means that on average each application holder subject to § 314.81 will need to submit 8.76 annual reports (rounded to 9).  Information on listed drugs indicates there are approximately 117,367 separate, identifiable product packages that that are subject to an approved ANDA or NDA.  This means that on average each separate and distinct approved application includes approximately 10 separate and distinct product packages (117,367 unique distinct product packages/11,593 unique approved applications).  We expect that the updating of the NDC format on a label would necessitate a simple statement in the annual report declaring that the NDC format has been updated, so we have assigned an estimate of 1 minute for such statements per label.  As each annual report under § 314.81(b)(2)(iii)(c) will include 10 such declarations (one for each unique product package), we estimate the burden to report these changes to be approximately 10 minutes (0.167 hours) per annual report.  Thus, we estimate the total burden under § 314.81(b)(2)(iii)(c) to be 1,990 hours (1,324 respondents × 9 annual reports per respondent × 0.167 hours = 1,990 hours). 

Similarly, § 601.12(f)(3)(i)(A) requires manufacturers of biologics to include in their annual reports editorial or similar minor labeling changes.  For drug products whose label changes would be reported in an annual report pursuant to § 601.12(f)(3) for biological products, there are approximately 104 respondents that would submit reports and there are approximately 588 active approved applications. This means that on average each application holder will need to submit 5.65 annual reports (rounded to 6). There are approximately 5,940 separate, identifiable product packages that that are subject to an approved BLA.  This means that on average each separate and distinct approved application includes approximately 10 separate and distinct product packages (5,940 unique distinct product packages/588 unique approved applications). Thus, we estimate the total burden under § 601.12(f)(3)(i)(A) to be 104 hours (104 respondents × 6 annual reports per respondent × (0.167 hours) = 104 hours).

For animal drugs whose label changes would be reported in an annual report pursuant to § 514.80(b)(4)(ii), we estimate there are 79 respondents that would submit reports and there are approximately 1,582 active approved applications.  On average each respondent will submit 20 annual reports (1,582 active approved applications × 1 annual report per active approved application/79 unique application holders).  We expect that the updating of the NDC format on a label would necessitate a simple statement in the annual report declaring that the NDC format has been updated.  We estimate 1 minute for such statements per label.  As each annual report will include 20 such declarations (one for each unique product package), we estimate the burden to report these changes to be approximately 20 minutes per annual report (0.333 hours).  Thus, we estimate the total burden to be 526 hours (79 respondents × 20 annual reports per respondent × 0.333 hours = 526 hours). 

12b.  Annualized Cost Burden Estimate

We assume an average pharmaceutical industry wage rate of $119.00 per hour to prepare and submit the information collection requirements in this rulemaking.  When multiplied by the total of both types of burden hours above (16,203), the cost to respondents is estimated at $1,928,157.  Assuming all of these costs are incurred during the three-year transition period, we estimate the annualized cost to respondents for each of those three years to be $642,719 per year ($1,928,157/3).

13. Estimates of Other Total Annual Costs to Respondents/Recordkeepers or Capital Costs 

There are no capital, start-up, operating or maintenance costs associated with the information collection in this final rule.

14. Annualized Cost to the Federal Government

Due to the 7-year delayed effective date, there will be no cost to the Federal government for the first seven years after publication.  We estimate that, during the three-year transition period, FDA’s review of the labeling updates made as a result of the final rule will cost the Federal government approximately $5,280 per year.  We assume that we will receive a total of 14,120 annual reports and spend 1 minute per report to confirm whether the labeling updates were made (14,120 minutes/60 = 235 hours).  Based on the hourly wage of $67.41 for a GS-13/Step 6 level reviewer in the locality pay area of Washington-Baltimore-Arlington in 2025 (the average grade among the personnel involved in the review), we estimate the total cost to be $15,841 (235 hours x $67.41/hour = $15,841).  On an annualized basis, we estimate this cost to be $5,280 per year over 3 years ($15,841/3).  Previously, the cost to Federal government for the entirety of the 0910-0045 information collection was $3,250,000.  With the cost of this rule incorporated, the total is 3,265,841.

15. Explanation for Program Changes or Adjustments

We request OMB approval of the information collection associated with the final rule.  We estimate the rulemaking will result in a one-time burden increase of 16,203 hours and 27,703 records to account for labeling changes made to reflect the revised NDC format and not made in coordination with a periodic labeling change.  Over the 3-year transition period, and as distributed across three affected Centers, this represents an increase of 1,800 hours per year, per Center.  The previously approved burden was 323,271 hours and 353,659 responses.  With the burden of this rule incorporated, the requested total is 339,474 hours and 381,362 responses.

16. Plans for Tabulation and Publication and Project Time Schedule

This information collected will not be published or tabulated.

17. Reason(s) Display of OMB Expiration Date is Inappropriate

FDA will display the OMB expiration date as required by 5 CFR 1320.5.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.
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