,also be fil gva show report corx spondmg with this equ1pment in the nex’t few month

Sincerely,

PN etpan Hogo—v

Melissa Hagman
Technical Services
Sight & Sound Ministries, Inc.

Attachments:  Laser Light Show Annual Report

cc: Manuel Karos, CDRH :

Y 2
GIV=0 2 P

. Route 896 ® P.O. Box 310 ® Strasburg, PA 17579
Executive Offices 717.687.4220 ® Reservation Offices 717.687.7800 ® Fax Line 717.687.4228



2660 ‘00 JN24 P26
LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 1

Part 1. Identification of Manufacturer | Report Date: Y %6’/0()

Company Name: __S1gnt sad Soued Ministries, Tae,
Address: 300 Yackmoan Reidge Bd

Sicasoucy, A Ns79 -

Corresponding Official signature:

Name & title: __ | hovnas Y Henm.n{gﬁr’
Tetephone: { 10 ) ©RT-Y4230  ext 6230

Firm name & address, if different from above:

This Annual Report is submitted in accordance with 21 CFR 1002.13 for the petiod July 1, 18 9% _through
June 30, 18_ 99 .

Part 2. Production Status

) Products were manufactured during this period and the firm is stitt in business. If you check this,
complete and mail this entire report.

/ () No products were manufactured during this period but the firm is still in business and expects to

manufacture in the future. [f you check this, complete Part 6 and mail pages 1 and 4.

() No products were manufactured during this period and the firm is now out of business. If you check
this, complete Part 6 and mail pages 1 and 4. ’

() Products were manufactured during this period but the firm is now out of business. If you check this,
complete and mail this entire report. v




LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page2

Part 3. _Current Production Tabulation

3.1. Al Laser Products

NOT | APPLICABLE

Family Selling Model
Designation Numbers

Production Status

3.2. taser Light Shows

Accession Projector or Show
Number Family Designation

RAINAOL A
FTACLO| PposecTUR

Permanent or
Touring

Pe ({(Y\ANEIUT

Class

Production status

Lasing
Media No. Shows | Discont.

Ak | 362 | Vg




LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 3

Part 4. Procedures for Quality Controt and Testing

The written procedures for assessing and controliing radiation safety have been reviewed. (These inciude
prototype testing, incoming materials testing, assembly testing, retesting after repair, and service testing.) The
procedures for maintaining quality control testing equipment have also been reviewed. All procedures are up-
to-date, complete, and accurate.

(X)YES ( )NO

-

The reports provided to CDRH for each model family cumrently in production have been reviewed and the
procedures contained in them are up-to-date, complete, and accurate. (X)YES ( )NO

If you answered “no” to either question, provide the current procedures in a supplement to the appropriate
model family report.

Part 5. Summary of Test Results

P

Model Number or Name of Show

LIvinG WATERS

Number
Produced

36

Performance
Requirements

ALL SKHous
MET CD AN

RE QUREMENTS

Labels

NES

Number Tested —W‘

Light Show Variance

Conditions
ALL SHOWS -
MET CD AW
REQ VIREMENTS




LASER LOG

Optics &
Kr Tube }Air Tube Beam (tape
Time |[Time |Total [Water Fiiter Krypton Kr Power {Voltage |Voltage |Aligned |Block heads
Laser |Laser |Time [Pressure |Changed |how @30 Amps @30 @30 System |in place |[cleaned?
Date {Laserist |On  |[Off  |On  |(psi) (Y/N) Amperage |(in Watts) |Amps [Amps  {(Y/N) |(Y/N)  [(Y/N) Notes / Comments

Page 1



LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 4

Part 6. Cofrespondence Conceming Radiation Safety

The number of letters received from users, dealers, or others about possib!e radiation exposure or safety-
related failures during use of the product was __ O

Attach a copy of each letter.

-

The number of letters received from dealers, distributors, or others conceming the need for repair, adjustment,
or replacement of a part to maintain radiation safety of the product was __ O

Attach a summary of correspondence or a sample. Ildentify any trends In failed components or
adjustments needed during servicing.

The number of notices or brochures sent to users, dealers, or setvice personnel on precautions or actions to
be taken to maintain radiation safety of the productwas __ O |

Attach a summary of correspondence or a sample.

Part 7. Distribution Records

Production facility shipping records and dealer records (when retumed) are maintained at S \ Q\\JY &r\CL 50 AN (l
A8 \/\\;S't(‘\es 5 It’“\C

Products can be traced from these records by:

Model
Serial Number

Date of Manufacture _@
Other, specify: _ T nVo\CE of Qur chasl, on le

S s




2661 00 Jw24 P26
LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 1

Part 1. Identification of Manufacturer | Report Date: _O¥ (/00
Company Name: Q\ Q‘(\ '\L ér\d SQ\\(\ C\\ m\{\\SJLF TN I(\ C

Address: 300 Nackman \\ckc@, %d.
Sﬂ‘é%b\.&_(‘(q_ y PA 11579 ]

Cofresponding Official signature: //AﬁJ ,L/\a/
Name & title: _ [N o rnas j )“er\r\\r\c\er’
Telephone: { 11y 6B -432.0  ext egao

Firm name & address, if different from above:

This Annual Report is submitted in accordance with 21 CFR 1002.13 for the period July 1, 18_"7_through
June 30, 18_98 .

Part 2. Production Status

(X) Products were manufactured during this period and the firm is still in business. If you check this,
complete and mall this entire report.

() No products were manufactured during this period but the firm is still in business and expects to

manufacture in the future. If you check this, complete Part 6 and mail pages 1 and 4.

() No products were manufactured during this period and the firm is now out of business. |f you check
this, complete Part 6 and mail pages 1 and 4.

{) Products were manufactured during this period but the firm is now out of business. If you check this,
complete and mail this entire repodt.




LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 2

Part 3. Current Production Tabulation

3.1, All Laser Products

Famity Selling Model
Designation Numbers

3.2. Laser Light Shows

i

_nr==== - = 3
: Production status

Accession Projector or Show Permanent or
Family Designation Touring

Q71A0CH0O Rm;f;u:cfoﬂ Peamanent IC |Ackr| 635 | N/




LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 3

Part 4. Procedures for Quality Control and Testing

The written procedures for assessing and controlling radiation safety have been reviewed. (These inciude
prototype testing, incoming materials testing, assembly testing, retesting after repair, and service testing.) The
procedures for maintaining quality control testing equipment have also been reviewed. All procedures are up-

to-date, complete, and accurate.
(X)YES ( )}NO

-

The reports provided to CDRH for each model family currently in production have been reviewed and the
procedures contained in them are up-to-date, complete, and accurate. (X)YES ( )NO

If you answered “no” to either question, provide the current procedures in a supplement to the appropriate
model family report.

Part 5. Summary of Test Results

?‘

Number Tested »]'

Performance Light Show Variance
Requirements | Labels Conditions

Number
Model Number or Name of Show Produced

,QL S HOWS
YES mer CDRA

REQUIREMENT

Livine WAaTerS 035 Aee SrowS
MeT CDRH

Re@uiReMENT




LASER LOG

Optics &

Kr Tube ]Air Tube Beam |tape

Time |Time |[Total |Water Filter Krypton Kr Power |Voltage |Voltage |Aligned |Block |heads
Laser |Laser |Time [Pressure |Changed [how @30 Amps |@30 @30 System |in place |cleaned?

Date |Laserist [On  |Off  |on  |(psi) (YIN)  |Amperage [(inWatts) |Amps |Aamps |(v/N) [vN) |ovin)  |Notes / Comments

Page 1




LASER PRODUCT/LASER LIGHT SHOW ANNUAL REPORT: Page 4

Part 6. Correspondence Conceming Radiation Safety

The number of letters received from users, dealers, or others about possible radiation exposure or safety-
related failures during use of the productwas __ () .

Attach a copy of each letter.

-

The number of letters received from dealers, distributors, or others conceming the need for repair, adjustment,
or replaeement of a part to maintain radiation safety of the productwas __ O,

Attach a summary of correspondence or a sample. Identify any trends in falled components or
adjustments needed during servicing.

The number of notices or brochures sent to users, dealers, or service personnel on precautions or actions to
be taken to maintain radiation safety of the product was Q.

Atftach a summary of correspondence or a sample.

Part 7. Distribution Records

Production facility shipping records and dealer records (when retumed) are maintained at S) c h ar\d SwﬂC[
mw\\&%F»QS Inc..

Products can be traced from these records by:

( \/f Model

(“f Serial Number

( vy Date of Manufacture

(LY Other, specify: _LNvece  on Q/@







