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August 6, 2002

Document Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Dear Sir or Madam:

Please accept this electronic copy of follow-up comments to Docket No. 02N-0204 Bar Code Label Requirements for Human Drug Products for consideration by FDA staff during the ongoing deliberations relative to this issue.

AmeriNet appreciates the opportunity to be involved in this process and represents the several thousand AmeriNet members in this important initiative to improve patient care through available technology. We offer our assistance in whatever way the FDA may deem to be useful to this cause.

Sincerely,
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Allen R. Dunehew, R.Ph., MPA

Vice President - Pharmacy

AMERINET STATEMENT REGARDING BAR CODE LABEL REQUIREMENTS 

FOR HUMAN DRUG AND BIOLOGIC PRODUCTS

FOOD AND DRUG ADMINISTRATION PUBLIC MEETING

JULY 26, 2002

DOCKET NUMBER 02N-0204; 67 FEDERAL REGISTER 41360

AmeriNet and our Participating Institutions support the implementation of a bar coding system for all prescription and over the counter human drug and biological products. Much of the discussion today concerning this subject has centered on the advantages as it relates to medication safety.  It is our opinion that benefits of such a system in terms of improved medication safety and medication process efficiencies far outweigh the cost and process of implementing such a system.

· Many of the pharmaceutical industry comments at the July 26, 2002 public hearing encouraged the FDA to move slowly in the process of implementing bar code labeling regulations for these products.  Industry representatives cited the cost of implementation and the lack of a current consensus on a single symbology that would be accepted by all stakeholders.  In particular, concern was expressed regarding the ability to implement a system for coding and recognition of lot number and expiration dates, while there appeared to be general consensus that developing symbology to code and read the NDC number is available today.  To that end, it is our recommendation that regulations be adopted as soon as reasonably feasible that would result in a two-phased approach as follows:

· Phase I – NDC number only. The NDC number identifies the product and specific information such as the strength, route etc. Most hospital pharmacy IS software systems in use today do not have the capability to store an electronic expiration date and lot number.  Therefore, working toward development of a system that can encode and recognize lot number and expiration date is not practical at this point.  

· Phase II- NDC Number, Lot Number and Expiration Date

A phased approach will aid in the creation of a reliable system today that can have a real impact on improving medication safety. It is important to understand that very few, if any, errors and very little harm to patients occurs as a result of not recording a lot number or expiration date. The reasons for creating a system to encode, read and store these two data elements are primarily related to storage of information in the event that a recall results in the need to identify patients who have received a specific lot number of a specific medication. It would be a disservice to patients and patient care to postpone development and implementation of a system utilizing only the NDC number when it is within the scope of readily available technology today as attested to by pharmaceutical industry participants at the July 26, 2002 discussion.

· AmeriNet has worked with several suppliers to assist them in developing strategies for implementation of bar code labeling. The frequent comments and questions are identified below along with our recommendations, which will result in improved patient care:

· What priority should be established for updating product labeling to include a bar code?

· First priority to products that have the greatest likelihood of use at the patient bedside such as:

· Unit dose medications

· Injectable ampules, vials, etc. that are usually prepared for administration at the bedside

· Meds dispensed in dropper bottles (ophthalmics, etc.)

· Bulk medication containers that are used at the bedside (inhalers, bulk antacids, etc.)

· Topical tubes

· When prioritizing, the following products have a lower return from bar coding as it relates to inpatient use

· Bulk bottles of tablets, capsules, liquids, etc. which are not used at bedside

· Medications that are used primarily within the pharmacy for preparation of final dispensing units (some pharmacy systems may be able to use bar code scanning within the pharmacy to some extent)

· Medications that generally have low use within acute care facilities although retail pharmacies will likely be able to utilize bar coding to some level

· What potential problems should be considered with bar code labeling on medication containers?

· Small package sizes (unit dose tabs and caps)

· Irregular package shapes (suppositories, small round amps & vials, ointment tubes that become flattened as they are used)

· Packages with limited labeling space

· Trying to fit a bar code label on a small package size may compromise the readability and contribute to drug name and dosing errors for facilities that do not have the capability for a bar code recognition system

· What attributes should be considered when deciding which bar code symbology is best?

· Utilize a small space on the label

· If a specific symbol format is adopted, select one which will not require retooling of packaging (e.g., Code 128 would require a larger unit dose blister package, at least for UDL, to accommodate lot number and expiration date in addition to NDC whereas the RSS format would not

· Extremely high level of scanning recognition

· Labeled as part of the manufacturing process with systems in place for 100% accuracy validation 

· Key to the effective use of such technology requires systems that assure zero defects during the manufacturing process due to the inability to visually interpret a bar code symbol.

· Compatible with current generation scanners to prevent a capital cost barrier at the facility level

· Very little increased cost added to the product

· Compatible with irregular container/packaging shapes

· What are some of the issues are important in deciding where a bar code symbol should be located on the medication label?

· Location of the bar code on the label

· Total label % of space devoted to bar code

· Special issues such as folded ointment tubes, etc.

· Overall size of the medication package

· What are some of the patient care benefits?

· Potential to improve care and decrease cost resulting from 

· Ability to validate correct medication, dose, time, patient, & route

· Improved chart documentation

· Facilitation of electronic medical record & availability of medication info 

· Elimination of medication errors improves patient care and reduces overall health care costs

· AmeriNet recently completed a six-month contract bid and award process. During that process, we required manufacturers to submit information regarding the status of bar code labeling for each specific NDC number.  Of the more than 12,000 products analyzed during this process, approximately 55% were identified as either currently being bar coded or in the development phase to add a bar code to the label.  This alone should support the fact that the technology is available today to support implementation of a regulation requiring bar code labels on all unit of use/unit dose medications and that such an initiative should be pursued by the FDA as quickly as possible. Several pharmaceutical manufacturers have adopted the strategy of placing bar code labels on their products and are in the process of implementing these strategies. Based upon our ongoing discussions with pharmaceutical manufacturers, we would encourage you to contact suppliers, including those listed below among others, for a perspective on the real feasibility of providing this technology:

· Abbott

· Baxter Anesthesia and Critical Care

· American Pharmaceutical Partners

· Gensia

· Unit Dose Labs 

ASHP indicated that their 1999 survey indicated that only a small percentage of healthcare facilities. It is important to remember that this data is not current data. It is equally important to understand that adoption of this technology by healthcare facilities requires a large capital investment, which may require budgeting up to two years prior to the actual implementation timeline. Facilitating the availability of bar coded products will provide additional justification for facilities to adopt this technology.

On behalf of all AmeriNet members, we thank you for the opportunity to participate in the July 26, 2002 public hearing and the opportunity to offer these comments. We are willing to offer our services in any way that the FDA may deem appropriate in moving this important initiative forward in an effort to improve the safety of patient care.



