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MAR 28 2008

WARNING LETTER

VIA FEDERAL EXPRESS AND FACSIMILE
Michael Yeh
President/CEO

Rossmax International Ltd.

12F , No.189

Kang Chien Road
Taipei, Taiwan

Republic of China
Dear Mr. Michael Yeh:
During inspections of your firms located in Taipei, Taiwan, Republic of China (Rossmax Taiwan) and Shanghai, China (Rossmax China) on October 22, 2007, through November 1, 2007, an investigator from the United States Food and Drug Administration (FDA) determined that your firm manufactures blood pressure monitors. Under section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act), 21 U.S.C. 321(h), these products are devices because they are intended for use in the diagnosis of disease or other conditions or in the cure, mitigation, treatment, or prevention of disease, or are intended to affect the structure or function of the body.
These inspections revealed that these devices are adulterated within the meaning of section 501(h) of the Act (21 U.S.C. 351(h)), in that the methods used in, or the facilities or controls used for, their manufacture, packing, storage, or installation are not in conformity with the Current Good Manufacturing Practice (CGMP) requirements of the Quality System (QS) regulation found at Title 21, Code of Federal Regulations (C.F.R.), Part 820. We received responses from you dated November 29, 2007, for the Taiwan facility, and November 30, 2007, for the China facility concerning our investigator’s observations noted on the Form FDA 483, List of Inspectional Observations that was issued to you. We address these responses below, in relation to each of the noted violations. These violations include, but are not limited to, the following:
1. Failure to adequately ensure that when the results of a process cannot be fully verified by subsequent inspection and test that the process shall be validated with a high degree of assurance and approved according to established procedure, as required by 21 CFR 820.75(a).
For example. the process validation procedures reviewed at the Rossmax China inspection (QA-2-013 and QA-4-032 A) did not contain or refer to objective and measurable acceptance criteria or specify parameters for the machines used in the processes covered by the procedures.
We have reviewed your response and have concluded that it is inadequate because you did not submit documentation which includes a description of your corrective action or evidence of its implementation and the proposed preventive action. You provided your plan and timeline for new process validation and procedures. You did not provide the new procedures for our review.
2. Failure to establish and maintain adequate corrective and preventive action procedures, as required by 21 CFR 820.100. For example:
a. CAPA document #I0607549 indicated three blood pressure monitors were returned but no explanation for the reason they were returned to Rossmax Taiwan.

b. CAPA document #I0705158 indicated a return of a two blood pressure monitors from HoMedics but did include an adequate investigation by Rossmax Taiwan.

c. CAPA document #I0701409 indicated that blood pressure monitors were shipped without instruction manuals but did not include an adequate investigation by Rossmax Taiwan.
We have reviewed your response and have concluded that it is inadequate. Example (a) appears to have resulted from an inadequate investigation according to your narrative response to the FDA 483, Observation 1, but you did not provide an adequate investigation to address the deficiency. In addition, you provided a copy of a revised corrective and preventive action procedure, “Guideline for filling out CAPA report” QA-3-B47. The purpose of this procedure is to ensure that CAPA reports are filled out adequately. Your narrative indicates that the above examples (b) and (c) resulted from an exclusion of email information from the complaint file. The procedure, QA-3-B47, does not indicate how or when the email information is tied into the CAPA report. Please provide a revised CAPA procedure that describes how email information will be analyzed. Please provide us with a copy of your CAPA investigation into the cause of the returned blood pressure monitors.
3. Failure to establish and maintain adequate procedures that address the identification, documentation, evaluation, segregation, and disposition of nonconforming product, as required by 21 CFR 820.90(a).
For example, during the Rossmax China inspection, a heat tunnel was operating outside of specification while air pressure safety valves were going through the heating step of the manufacturing process. Management indicated to our investigator that the valves would not be regarded as nonconforming product despite the fact that they were processed outside of a designated manufacturing process specification.

We have reviewed your response and have concluded that it is inadequate. You stated that being out of temperature specification does not have an impact on the process. You established the heat tunnel specifications. If there is a nonconformance to that specification it must be addressed in accordance with 21 CFR 820.70(b) and if a
specification change is necessary, it must go through appropriate change controls with respect to 21 CFR 820.30(i).
4. Failure to develop, conduct, control, and monitor production processes to ensure that a device conforms to its specifications, as required by 21 CFR 820.70(a).
For example, during the Rossmax China inspection, a heat tunnel exhibited a temperature outside the posted specification and there were no process controls in place to monitor this specification to ensure specifications were met.
We have reviewed your response and have concluded that it is inadequate. You explained that there is no alarm on the system to alert supervisors that the temperature of the oven is out of specification. Further, your response to this observation notes that being out of specification does not impact the process. You report that you have installed and verified the new alarm. Please provide evidence of this verification and a justification as to why being out of specification has no impact on the process.
5. Failure to establish and maintain procedures to ensure that all purchased or otherwise received products and services conform to specified requirements; and to ensure that purchasing data clearly describe or reference the specified requirements, including quality requirements, for purchased or otherwise received product and services, as required by 21 CFR 820.50. For example:
a. There are no written procedures between Rossmax Taiwan and any of its US customers, agents, or distributors that define responsibilities of the parties in regard to labeling or supplier agreements.
b. There are no written agreements and procedures between HoMedics Michigan, HoMedics China, Rossmax Taiwan, and Rossmax China prescribing the specifications and sampling for the finished device testing and acceptance testing and no procedure prescribing the necessary acceptance records required by the regulation for these activities. Further there is no agreement and procedure among the four parties to ensure the review and approval of all activities required in the Device Master Record and to ensure the Device History Record demonstrates the device was manufactured in accordance with the Device Master Record.
c. There are no written agreements and procedures between HoMedics Michigan, HoMedics China, Rossmax Taiwan and Rossmax China indicating who has authority for lot release and distribution and how the release is to be implemented and controlled.
d. There are no written agreements and procedures between HoMedics Michigan, HoMedics China, and HoMedics China established to document, exchange, and coordinate the handling, investigating and analyzing of nonconforming data, complaints and corrective and preventive actions.
We have reviewed responses and concluded that they are not adequate because they do not address the above deficiencies. The investigator discussed these observations with the management at both the Rossmax Taiwan and Rossmax China inspections.
6. Failure to establish and maintain adequate procedures to control the design of the device in order to ensure that specified design requirements are met, as required by 21 CFR 820.30.
For example, documentation of changes in housing design of blood pressure monitors requested by HoMedics was incomplete, and design meetings that occur over the phone or during a teleconference are not documented at Rossmax Taiwan.

We have reviewed your response and have concluded it is not adequate because it does not address the above deficiency. The investigator discussed this observation with the management at the Rossmax Taiwan inspection.
7. Failure to establish and maintain adequate procedures to control all documents, specifically, to include the document approval date and signature of approving individual, as required by 21 CFR 820.40(a).
For example, your Quality Manuals at Rossmax Taiwan and Rossmax China were lacking the approval signatures and dates by firm management.

We have reviewed your response and have concluded that it is inadequate because you use ink stamps instead of original signatures by the approving individual but lack a written procedure on how the stamps are to be used and controlled. Please provide a revised document controls procedure that addresses the use of ink stamps.
Given the serious nature of the violations of the Act, blood pressure monitors manufactured by your firm are subject to refusal of admission under section 801(a) of the Act, 21 U.S.C. § 381(a), in that they appear to be adulterated. As a result, FDA may take steps to refuse these products, known as “detention without physical examination,” until these violations are corrected. In order to remove the devices from detention, you should provide a written response to this Warning Letter as described below and correct the violations described in this letter. We will notify you if your response is adequate, and we may need to re-inspect your facility to verify that the appropriate corrections have been made.
Also, U.S. federal agencies are advised of the issuance of all Warning Letters about devices so that they may take this information into account when considering the award of contracts. Additionally, premarket approval applications for Class III devices to which the Quality System regulation deviations are reasonably related will not be approved until the violations have been corrected. Requests for Certificates to Foreign Governments will not be granted until the violations related to the subject devices have been corrected.
Please notify this office in writing within fifteen (15) working days from the date you receive this letter of the specific steps you have taken to correct the noted violations, including an explanation of how you plan to prevent these violations, or similar violations, from occurring again. Include documentation of the corrective action you have taken. If your planned corrections will occur over time, please include a timetable for implementation of those corrections. If corrective action cannot be completed within 15 working days, state the reason for the delay and the time within which the corrections will be completed. Please provide a translation of documentation not in English to facilitate our review.
Your response should be sent to: William MacFarland, 2094 Gaither Road, Rockville, Maryland, 20850. If you have any questions about the content of this letter please contact: Amy Skrzypchak at phone number (240) 276-0274 or fax number (240) 276-0129.
Finally, you should know that this letter is not intended to be an all-inclusive list of the violations at your facility. It is your responsibility to ensure compliance with applicable laws and regulations administered by FDA. The specific violations noted in this letter and in the Inspectional Observations, Form FDA 483 (FDA 483), issued at the closeout of the inspection may be symptomatic of serious problems in your firm’s manufacturing and quality assurance systems. You should investigate and determine the causes of the violations, and take prompt actions to correct the violations and to bring your products into compliance.
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