Software Used in Bl ood Establishnents (3/31/94)
Date: March 31, 1994

Food and Drug Administration

Center for Biologics Evaluation and Research
1401 Rockville Pike

Rockville, MD 20852-1448

To: Bl ood Establishnent Conputer Software Manufacturers

Dear Sir/ Madam

The purpose of this letter is to advise you that the Food and
Drug Adm nistration (FDA) considers software products intended
for use in the manufacture of blood and bl ood conmponents or for
t he mai ntenance of data that personnel use in making decisions
regarding the suitability of donors and the rel ease of blood or
bl ood components for transfusion or further manufacture to be
devi ces under section 201(h) of the Federal Food, Drug, and
Cosnetic Act (the Act) [21 U . S.C. 321(h)].

These software products are designed to receive and store data
used by bl ood establishnents during the manufacturing process,
fromdetermi ning donor suitability through conponent processing,
testing, and labeling to product release. They are designed to
recei ve and store data regardi ng bl ood donor status, including
donors' answers to health history questions and the results of

| aboratory tests, including blood grouping and typing, hepatitis,
and anti body to the hunman i nmunodeficiency virus (anti-H V).

Bl ood establishnent personnel |ater access and use the data to
det er mi ne whet her donors are suitable and whether bl ood or bl ood
conponents are free from di sease-causi ng agents transni ssi ble by
bl ood, such as hepatitis and HV. |In addition, the data are used
to | abel blood and bl ood conponents prior to release for use in
hospitals and other health care facilities or for further

manuf acturing. Because they aid in the prevention of disease
(e.g., hepatitis, HV, etc.) by identifying unsuitable donors and
preventing rel ease of unsuitable bl ood and bl ood conponents for
transfusion or for further manufacturing use, these software
products nmeet the definition of device under the Act.

Facilities that manufacture and distribute these software
products are subject to the device provisions of the Act and
FDA' s device regul ations, including establishnment registration
product listing, prenmarket notification or approval, Current Good
Manuf acturing Practices (CGwW), and adverse event reporting.
FDA's CAGW regul ations for devices appear at Title 21, Code of
Federal Regul ations (CFR), Part 820 and the MDR regul ations at 21
CFR, Part 803.



According to FDA's information, your facility nmanufactures
software intended for use in the nmanufacture of blood and bl ood
conponents. Consequently, you are required under the Act to
regi ster your establishnment and list your devices. |In addition,
your manufacturing operations are required to be in conpliance
with CGw for devices, and you nust report adverse events and

ot her problens as required by FDA's Medi cal Device Reporting
(MDR) regul ations.

We are enclosing a registration package for your conveni ence. W
will forward a device listing package to you in the near future.
When conpleting the device listing form (Form FDA 2892), identify
your product as Software, Bl ood-Bank, Stand Al one Products,
Product Code 75MVH. The registration formshould be subnitted
within 60 days of receipt of this letter if you intend to
continue to distribute software products to blood establishnments
for use in manufacturing.

In addition, you are required to submt a premarket notification
or application for prenarket approval for each of your devices
unl ess you can denonstrate that you conmercially distributed the
devices in interstate commerce prior to May 28, 1976 (the date of
enact ment of the Medical Device Arendnents) and have continued to
do so without any significant changes to these devices. |f you
cl ai m such preamendnent status for any product(s), please
conplete only the registration form and send it to: Center for
Devi ces and Radi ol ogi cal Health (HFZ-300), 2098 Gaither Road,
Rockville, MD, 20850.

If you do not intend to subnmit a prenmarket subm ssion, and intend
to subnmit proof of the clainmed preanmendnent distribution, this

i nformati on shoul d be sent to: Center for Biologics Evaluation
and Research (CBER), Division of Blood Applications (HFM 370),
1401 Rockville Pike, Rockville, MD, 20852-1448. Finally, if you
do not currently nmanufacture software products for bl ood
establ i shnents, please advise CBER pronptly.

When we forward the product listing information to you, we will

i ncl ude gui dance on how to prepare your prenmarket subm ssions.

I f you have questions about the content or format of a prenarket
subm ssi on once you have revi ewed our gui dance, CBER staff are
avai l able to hel p answer such questions. Prenmarket subm ssions
shoul d be subnmitted to CBER no |later than March 31, 1995.

In the interim FDA will continue to conduct inspections of blood
establ i shnent software vendors. These inspections will include
among ot her things, a review of your standards for software

devel opnent, testing, validation, and quality assurance. The
primary focus of these inspections will be to assess conpliance
with the CGW regul ations for devices (21 CFR, Part 820).

The agency will also review and assess your procedures for
i nvestigating reports of product problens and defects and for
i mpl enenting and evaluating corrective actions. W wll also



revi ew and assess your procedures for notifying your custoners
and the agency when you take corrective actions.

Pl ease be advised that during this interimperiod if a

manuf acturer of software products for blood establishnents is not
maki ng good faith efforts to conply with the Act and FDA' s
regul ati ons as stated above, the agency will not hesitate to take
appropriate steps to bring the firminto conpliance

If you have questions concerning: (1) the preparation of the
establ i shnent registration and device listing notification,
contact Center for Devices and Radi ol ogi cal Health, Division of
Smal | Manufacturers Assistance (HFZ-220), at 301-443-6597, or (2)
gui dance for premarket subm ssions, contact Center for Biologics
Eval uati on and Research, Division of Blood Applications

(HFM 370), at 301-594-2012.

Si ncerely yours,

Kat hryn C Zoon, Ph.D.

Di rector,

Center for Biologics Evaluation
and Research

Encl osur e



