











Appendix VI: Specification sheets for Bacopa and placebo
tablets
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Tel: 91-80-T8322¢

Cade
Common name

Botanical Name

NATURAL é REMEDIES

PRIVATE
re
ax: 91-K0-7834369, T

5B, Veerasandra Indl.
TR33092. TRI4872

LIMITED
Hosur Road. Ba

qe

Quality Confrol Department

NO.: NR/QCD/PES/BM/01-00/0104

NRBME40
Water Hyssop

Bacopa monnieri

Plant part : Whole plant

Fresh/Dry : Dry

Preparation type :  Extract dry concentrate
standardised

Final Extract Ratio ¢ 20:1(18-22:1)

Starting material specification ;. NR/QCD/SMS/BM/11/1203

Botanical reference standard Bacopa monnieri Linn.

used to perform identification (B. No. ERH-42)

Shelf life
Sanitizing treatment

0 100
natural remedy.com

2 years under proper storage conditions

Generally none

(Gamma irradiation only if required)

TSE Status Not applicable
GMO status Non GM
CITES status : Not applicable
TGA I Na. i PL10418
Excipient/s ©Nil

Extract solvent/s :  Confidential
P ial . Nota bl

Storage conditions

Store in well sealed containers, between

18°C and 30°C.  Protect from light,
moisture and heat
o TESTS SPECIFICATION TEST PROTOCOL
1. Appearance Light green to yellowish green powder  Visual and Smell (Quality Control Methods
- for medicinal plant materials, Macroscopic
2 Odour Characteristic and Microscopie examination, Visual
examination and odour, WHO, Geneva,
2002, Pg.10-11)
3. Identification To pass the test By TLC [NR/QCD/APMOS WT(09)]
4, Solubility Saluble / partly soluble in Methanol 1 g soluble in 100ml methanol
EN Moisture {%wiw) <5.0 As per USP <9215 Method 1T
6. Acid insoluble Ash (% w/w) <30 As per USP <561
7. Bulk density (g/ec) 0.2-0.6 As per USP <616 Method - T
8. Material passing through 30# BS/35 ASTM (% wiw) >99.0 As per USP <7862
Particle size distribution
9. Heavy Metals
Lead <10 ppm
Arsenic <2 ppm AAS/ICP -ES
Cadmium <1 ppm :
Mercury < 0.1 ppm
10, Microbivlogy Test
Total viable aerabic count < 10% cfu g
Total fungal couns < 10% s g
Total enverobacreriaceae < 10% org g’ As per WHO/PHARMM2.559/
E. coli Absent/ g Rev. 1, Pg. 49
Salmonella species Absent/ 10 g
8. awreus Absent/ g
1L Aflatoxins (pph) <50 As per USP
12 Pesticide residue analysis Ta comply with BP As per AOAC/USP
13. Residual solvent To comply with BP As per BP/ USP
14, Phytochemical Amalysis
Total bacosides (% wiw) 240.0 By HPLC INR/QCD/APMO4 WI(09)]
- By Spectrophotometry
[NR/QCD/APMO6 WI(02)]
tute : Unless otherwise stated the pharmacopoeial graph referred to is the current edition.

This specification valid upto 31* December 2005 or upto the date of next revision whichever is carlier

e B i TR

Natural Solution for Healthy Living
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Contract Pharmaceutical Manufacturers

26 Roseberry St., Balgowlah NSW 2093 :
TGA Licence 376 Batch number: 45289

ACN 000902483

tabco Certificate of Analysis
Brahmi 6000 Tablet Placebo

Complies with product specification: HG0310P / 19112003 Die size: 12.5mm Punch shape: ROUND

Appearance: A White Mottled 12.5 mm Round Biconvex Shaped Tablet. Coated Mauve.

Physical testing N Process Action Limits
Test name Results Units Lower limit Upper limit Text limit
Coated Tablet Appearance Conforms none Conforms
Weight Coated 798 mg 763 843
Thickness Coated ) mm 55 6.5
Disintegration coated 3 min 30
Hardness Coated 23 Kp 40
Uniformity of mass BP Conforms none
Comments:
O i .
# Released by: fﬁ\J:é// Date printed: 18.08.2004
Date of release: \k{\(\c\ . Date manufactured: 09.08.2004

"This Batch was manufactured in accordance with the principles & guidelines of GMP for Medicinal Products for Human use."
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Appendix VII: Rey Auditory Verbal Learning Test (AVLT)

AVLT 1°* Administration- baseline assessment (Lezak et al., 2004:422-426)

NAME: DATE:
LIST A LIST B 20’ | Rec
DRUM DESK
CURTAIN RANGER
BELL BIRD
COFFEE SHOE
SCHOOL STOVE
PARENT MOUNTAIN
MOON GLASSES
GARDEN TOWEL
HAT CLOUD
FARMER BOAT

NOSE LAMB
TURKEY GUN
COLOUR PENCIL
HOUSE CHURCH
RIVER FISH
TOTAL TOTAL
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Rey Auditory Verbal Learning Test Delayed Recognition Trial (1% administration)

The participant must respond Yes / No to each word that is read out according to

whether they think the word was on list A. The examiner circles every word that has a

Yes response.

ANSWERS
Bell (A) Home (sa) Towel (B) Boat (B) Glasses (B)
Window (sa) Fish (B) Curtain (A) Hot (pa) Stocking (sb)
Hat (A Moon(A) Flower Parent (A) Shoe (B)
Barn (sa) Tree (pa) Colour (A) Water (sa) Teacher (sa)
Ranger (B) Balloon (pa) Desk (B) Farmer (A) Stove (B)
Nose (A) Bird (B) Gun (B) Rose (spa) Nest (spa)
Weather (sb) Mountain (B) Crayon (sa) Cloud (B) Children (sa)
School (A) Coffee (A) Church (B) House (A) Drum (A)
Hand (pa) Mouse (pa) Turkey (A Stranger (pb) Toffee (pa)
Pencil (B) River (A) Fountain (pb) Garden (A) Lamb (B)

KEY

List A words = (A)
List B words = (B)

s = word with a semantic association to a word on List A or List B

p = word phonemically similar to a word on List A or List B
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Appendix VIII: Rey Auditory Verbal Learning Test (AVLT)

AVLT 2nd administration: week-12 assessment (alternate word list by Jones-

Gotman, Szilkas & Majdan, cited in Lezak et al., 2004: 423)

alternate form for endpoint assessment

PATIENT NAME: DATE:
LIST A LIST B 20’ | Rec
VIOLIN ORANGE

TREE ARMCHAIR
SCARF TOAD

HAM CORK

SUITCASE BUS

COUSIN CHIN

EARTH BEACH

KNIFE SOAP

STAIR HOTEL

DOG DONKEY
BANANA SPIDER

RADIO BATHROOM
BUCKET CASSEROLE
HUNTER SOLDIER

FIELD LOCK

TOTAL TOTAL
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Rey Auditory Verbal Learning Test Delaved Recognition Trial (2nd

administration- week 12)

The participant must respond Yes / No to each word that is read out according to

whether they think the word was on list A. The examiner circles every word that has a

Yes response.

ANSWERS
Rock (pb) Star (sa) Soap (B) Television (sa) | Violin (A)
Corn (pb) Peel (sa) Frog (sb) Hotel (B) Beach (B)
Pear (sa) Lock (B) Dog (A Piano (sa) Radio (A)
Tree (A) Banana (A) Orange (B) Spider (B) Bus (B)
Cork (B) Toad (B) Cousin (A) Bucket (A) Doctor
Bread Uncle (sa) Bathroom(B) Soldier Chest
Sofa (sb) Earth (A) Gloves (sb) Scarf (A) Knife (A)
Stair (A) Hospital (sb) Field (A) Wife (sa) Donkey (B)
Ham (A Grass (sa) Armchair (B) Train (sb) Hunter (A)
Casserole (B) | Lunchbox (sb) | Blanket (pa) Suitcase (A) Chin (B)

KEY

List A words = (A)
List B words = (B)

s = word with a semantic association to a word on List A or List B

p = word phonemically similar to a word on List A or List B
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Appendix IX: Rey-Osterrieth Complex Figure Test (CFT)

Ref: adapted from Osterrieth, 1944 cited in Lezak et al., 2004.

N

119



Appendix X: Rey-Osterrieth Complex Figure Test (CFT)

marking Sheet

Ref: Scoring system for CFT taken from Taylor 1959, adapted from Osterrieth, 1944

cited in Lezak et al., 2004.

Units

COPY

IMMEDIATE
RECALL

30 MINUTE
RECALL

1. Cross, upper left corner, outside of
rectangle

. Large rectangle

. Diagonal cross

. Horizontal midline of 2

. Vertical midline

. Small rectangle, within 2 to the left

. Small segment above 6

RN N[~ (W

. Four parallel lines within 2, upper left

9. Triangle above 2, upper right

10. Small vertical line within 2, below 9

11. Circle with 3 dots, within 2

12. Five parallel lines within 2 crossing 3,
lower right

13. Sides of triangle attached to 2 on right

14. Diamond attached to 13

15. Vertical line within triangle 13
parallel to right vertical of 2

16. Horizontal line within 13, continuing
4 to right

17. Cross attached to 5 below 2

18. Square attached to 2, lower left

TOTAL SCORE (out of 36)

Scoring:

Consider each of the units separately. Appraise accuracy of each unit and relative
position within the whole of the design. For each unit count as follows:

Correct Placed properly
Placed poorly

Distorted or incomplete

but recognisable Placed properly
Placed poorly

Absent or not recognisable
Maximum

2 points
1 point

1 points
12 point

0 points
36points
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CFT scoring sheet continued. Use figure below to guide scoring.

CHT Swoun sveel UCEZAK!ZOO4M2>
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Appendix XI: Trail Making Test (TMT) parts A and B

Ref: Reitan, 1958; test instructions from Spreen & Strauss, 1991.

TRAIL MAKING TEST- PART A

NAME: ...ouuoiiirnnenensnensnnnsnnssenssessassssssssssasssessasssasssssssesss
DATE: ..couornreneneninncnennnsnessessnssssssssssssssassssssssssssssnses

Sample: join numbers together in correct order without lifting pen from the
page, and in fastest time possible; e.g. 1 to 2 to 3 and so on until finished.

End

O
O
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TRAIL MAKING TEST- PART A

O RAL MAIKGNG A
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TRAIL MAKING TEST- PART B

NAME: ...ouuoieirniennensnensnnnnnssesssessessssssssssassssssasssassassaess
DATE: ..coorrneninininnnnnennnssensnsssssssssssssssssssssssssssssses

Sample: join numbers and letters together in correct order without lifting pen
from the page, and in fastest time possible; e.g. from 1 to Ato2to Bto 3to C

and so on until finished

End

Begin
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TRAIL MAKING TEST- PART B

TRAIL MAKING B

{ )

\\\\J
/TN N
(8 ‘9)
N N

.
© ¥ ®
®

{

(o)

TN
LE)
=
A1)
By
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Appendix XII: Memory Complaint Questionnaire (MAC-Q)
From: Crook et al., 1992

Name:

Date:

As compared to when you were in school, how would you describe your ability to

perform the following tasks involving you memory?

Much

better now

6]

Somewhat

better now

2

About

the same

3)

Somewhat

poorer now

“4)

Much

poorer now

&)

1. Remembering the
name of a person just
introduced to you

2. Recalling
telephone numbers or
postcodes that you
use on a daily or
weekly basis

3. Recalling where
you have put objects
(such as keys) in your
home or office

4. Remembering
specific facts from a
newspaper or
magazine you have
just finished reading

5. Remembering the
items you intended to
buy when you arrive
at the grocery store or
pharmacy

6. In general, how
would you describe
your memory
compared to when
you were in high
school

TOTAL SCORE
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Appendix XIII: Results of repeated measures analysis for all

variables
TASK F df | Error df Sig.
AVLT al 1.823 1 79 181
AVLT a2 .894 1 79 347
AVLT a3 2.348 1 79 129
AVLT a4 13.204 1 79 .000
AVLT a5 6.094 1 79 016
AVLT b (interference list) .143 1 79 .706
AVLT a6 18.830 1 79 .000
AVLT a7 (delayed recall) 12.021 1 79 .001
AVLT recognition hit rate 1.242 1 79 .269
AVLT recognition false positives 2.555 1 79 114
AVLT true recognition rate 3.539 1 79 .064
AVLT total learning al-a5 6.761 1 79 011
AVLT retroactive interference 4.020 1 79 .048
AVLT proactive interference 1.353 1 79 248
AVLT forgetting rate .365 1 79 547
CFT copy .649 1 79 423
CFT 3min recall 1.101 1 79 297
CFT 30min recall 1.887 1 79 173
MACQ 2.525 1 79 116
Trail Making Test A .038 1 79 .847
Trail Making Test B 1.280 1 79 261

General Linear Model, Repeated Measures Analysis of Variance employing time as within subjects factor
and group as between subjects factor was used. F= Fisher value for significance of group contrasts. df
=degrees of freedom for the two treatment groups, error df=degrees of freedom for error. Sig.=one-tailed
significance. AVLT = Rey Auditory Verbal Learning Test, AVLTal-a7 = repetitions of word list A
(possible range 0-15), AVLT b = interference word list B (possible range 0-15), AVLT rec = recognition
list hit rate (possible range 0-15) , AVLT recognition false positives (possible range 0-35), AVLT true
recognition rate = recognition list hit rate minus false positives, (possible range -35 to +15) , AVLT total
learning al-a5 = total learning score (sum of trials al to a5, range 0-75), AVLT retroactive interference
score (trial a5 minus trial a6, possible range -15 to +15, lower scores = better performance, ), AVLT
proactive interference score (trial al minus trial b, possible range -15 to +15, lower scores = better
performance), AVLT forgetting rate (trial a6 minus trial a7, possible range -15 to +15, lower scores =
better performance); CFT = Rey-Osterrieth Complex Figure Test (possible range 0-36 on all tasks),
CFTcopy=copy task, CFT 3-minute recall task, CFT 30-minute recall task; MAC-Q = Memory
Complaint Questionnaire (possible range 7-35, lower scores = better performance); Trail Making Test A
and B scores=time taken to complete task (in seconds).
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